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40 CFR Parls 168 and 189
{OPP-17D003; FAL 4000=1]
RIN 2070-ACDS

Pesticide Export Policy

AQENCY: Environmental Protection
Agency [EPA).
ACTION: Firnal policy statement.

SUMMARY: This document sets forth the
final version of EPA's revisad pesticide
export policy. This policy replaces
EPA’s existing posticide export policias,
which were published in the Federal
Regisler on May 14, 1975 end on July
28, 1980. This policy sliminates an
exemption provided in the 1980 policy
from the requirement to obtain a
purchaser acknowledgemant statement,
clarifies the requirements for labeling
exportad pesticides, and clarifiss the
requirements affacting the export of
research and devalapment pesticidas.
EPA believes that thase changes and
clarifications will increase the
ussfulnese of infarmation on expeorted
.5, pesticides sent to other countries,
and simplify compliance with the
export raquirements. The policy also
discusses whether certain information
about unregistared pasticides submitted
to EPA will be considered confidential.
Changes to EPA’s program to notify
countries of U.5. pssticide regulatory
aciions are discussed, EPA is
broadening the scope of actions which
will trigger international notifications,
and is prioritizing the Uming of
transmitting these notices to othar
governments. The policy also presents a
new system for transmittal of
international notices, whereby EPA will
be transmitting advante copies of the
notices directly to countries and the
State Depariment will natify the
appropriate embassies.
EFFECTWVE DATE: This policy is effective
April 19, 1993, except for § 168.75
which will be effective June 1, 1993.
FOR FURTHER INFORMATION CONTACT: For
information about the FIFRA section
17(a) requirements regarding labeling of
pesticides intended for export and
procedures for exporting unregisterad
pesticides contact: Stephen Howie,
Office of Compliance Manitoring (EN-
342W), U.5. Environmental Protection
Agency, 401 M St., SW., Washingtan,
DC 20460 11,5 A.; telephone (703) 308-
5290: facsimile (703] 3088218

For further information about FIFRA
section 17[h) notification programs or
EPA’s international pesticide activitias
contact: Deborah Hartman, Office of

M St., 5W., Waghington, DIC 20460
U1.5.A.: telephons {703) 305-710Z;
facsimile (703) 305-6244.
SUPPLEMENTARY HFORMATION:
Electronic Availability; This document
is pvailable as an electronic file on The
Federaf Bulletin Board at 8 a.m. on the
date of publeation in the Federal
Regisier. By medam dial (202) 512-1387
or call [202) 512-1530 for disks or paper
capies, This file is also available in
Fostscript, Wordperfect and ASCIL

The contants of this policy are listed
in the following ouiline:

L. Summ

[I. Background
A. Statement of EPA's Goals for

Internatianal Pesticide

Activilies

E. Legel Authority

C. Global Pesticide Market; Exports from
the United States; Pesiicide Usage;
Agticulturel lmpaorts

D. Reascns for Review of EPA's 1980
Policy S1atement

1L Discussion of the 1980 Policy, the 1990
Fropesal, Public Comments, and Respanses
1o Comments

A 17(a)(1}-Lebel and Labsling
Requirementa for Exported Masticidos

B. FIFRA Section 17{e){2}-Procadures {ar
Exporting Unregistered Pesticides—Purcheser
Acknowledgement Stalernent

C. Confidentiality

D. FIFRA Section 17(k} Notification

5
E. Section 17[d) Activities
TV. Technical Amendmeant
V. Public Record
¥1. Other Regulatnry Requirements
A. Executive Order 12991
B. Regulatary Flexibility Act
C. Paperwrrk Reduction Act
Vil. Expart Policy and Procadures for
Exporting Unregistered Pesticides

1. Summary

This palicy discusses the requirernant
10 obtein a purchasar acknowledgement
staternent for exporters of unregistared
pesticides, This policy also allows
certain untegisiered pasticides to be
exported for ressarch end development
(R&D) purposes without meeling the
purchaser acknowledgament sistement
requiremnent, if the use in the country of
import does not excead the limits
speacified in criteria provided in this
palicy. Exporlets are required to
maintain records to substantiate claims
that their producis fit the exemption for
R&D products.

EPA is also clanifying certain labeling
raquiremants. Certain label statements
which in the past had to be bilingual,
may now be required to be multilingual,
if applicable, The pelicy clarifies that ell
unregistered pesticides must bave
labeis/tabaeling with the statement "Not
Ragistered for Use in the United States

products must mest the labaling
requiremenis of section 17(a)(1). The
policy allows exporters to add
explunatory language to use
classification stetements to explain the
restricted status of the product,

The policy sats new procedures that
exporters must follow to obtain and
trangmit purcharer acknowlsdgement
statements. The final policy requires
per-shipment purchager
acknowledgement ptatements, but also
provides en alternative means for
satisfying this statutory requiremant.
Moze information is fequired in the
purchaser acknowledgement statements,
end the policy also discusses new
procedures for the transmitial of
purchaser acknowledgement statements,

EPA's notifications 1o other countries
about pesticide regulatory actions ere
discussed. The policy provides that EPA
will immediataly notify countries about
all regulatory actions taken on the basis
of health or enviranmentai concerns,
and alsa provids countries with an
annual summary of a}l pesticide
regulatery actions. The policy explains
thet EPA will directly notify countries
of the actions in advance and the Stats
Department will notify embessies.

The policy alsp describes EPA's
projects to support envirenmental
pratection and safe pesticide use in
other countries. The policy discusses
the scope of EPA's international
technical assistance projects to support
enviranmental protection and safe
pesticide use in other countries. The
United Nations' Priar Informed Consent
procedures concerning banned and
saveraly restricted pesticides are also
discussad.

II. Background

A. Statement of EPA's Goals for
International Pesticide Activities

EPA has two major goals for its
international pasticide activities: To
ansure the safety of the 1.5, food
supply; and to enhance the protection of
public health and the environment from
unreesonable adverse effacis of
pesticides, both in the United States and
throughout the world, by promaoting the
sound management and regulation of
pesticides. Specifically, EPA intends to
take actions:

1. To protect the American consumer
frem illegal residues of pesticides on
imported food products by informing
countries wheo export food to the United
Statas of our reguletory requirements,
end by working with other 1.5, agencies
to ensure the quality of imporied foed.



Foderal Register / Vol. 58, No. 31 / Thursday, February 18, 1883 / Rules and Regulations 8063

2. To encourage internations)
adoption of standards consistent with
sound scientific risk assesgment and to
coordinate U.5. approaches. to the
axtent permitted by U.S. law, with those
of othar govarmments and international
organizations.

3. To inform other governments shout
115, pasticide regulations and to assit
them in the development of their own
reguilatory programs so as to better
protact their public's health and
enviranment.

4, To consider the work of other
governmeants’ regulalory programs in
conducting our own megulatory reviaws,
so that we may benefit from this work,
and promote internetionally consistent
regulations.

B. Legal Authorily

This notice sats forth EPA’s final
policy conceming the export of
pesticide products and the notification
to other countries of significant
regulatory actions affecting pesticide
sale and use in the United Stales.
Section 17 of the Federal Insecticide,
Fungicide, and Rodenticide Act {FIFRA]
contains the legal authority for EPA to
carry out these policies. The provisions
of FIFRA section 17 cancerning exports
of pesticides were first enacted in the
Federal Environmental Pesticide
Control Act of 1972, (Pub. L. B2-516)
which emended FIFRA. The provisions
far export notification [section 17(a))
waere added in amendments ta FIFRA
through the Federal Peslicide Act of
1578 (Pub. L. 85-398).

An important part of saction 17 is the
provision of information to foreign
purchasers and ather govarnments
concerning the registration stetus of
pesticide products in the United States
snd EPA's conclusions regarding tha
safety of certain pesticide products.
Section 17 of FIFRA currently mandates
threse systems of notification:

(1} Labeling on exporied products.

(2} A notice to the foreign purchaser
es well as the importing country of the
export of an unregistared pesticide.

[3] A notice to all countries of certain
regulatory control actions taken by EPA.
Section 17 also diracts EPA to
participate in international efforts in
pesticide ressarch and regulation. The
provisions of saction 17 concerning
pesticide exports are presentad balow,

1. FIFRA sectior 12{a}. FIFRA sertion
17(a) provides as follows:

(a) Pesticides and Devices intenrded for
Expart -Notwithstanding any other provision
of this Act, no pesticide ar device or active
ingredient used in produciog a pesticide
intended solely for expori 10 any foreign
country shall be deemed in violation of this
Aci-

(1) when prepared or packed according io
the specifications or directiona of the Eoreign
purchaser, except that producers of such
pesticides and devices and active ingredients
used in producing pesticides sball be subject
to sections 2(p), 2(q)(1)(A), (C], 1D}, (E}. (G),
and [H), 2(q}{2)A). (B). [C} (i) and (iii), and
{D). 7. and & of this Act: and

[2)in the case of any pesticide other than
a pesticide registersd under section 3 or sold
undear section &6[a)(1) of this Act, if prior to
exporl. the foreign purchasar inas signed a
statement ecknowisdging that the purcheser
undorstands that such pesticlda ia not
regisiered for use in the United States and
cannet be gald in the Uniled States undar
this Act. A copy of that siatemasnt shal) be
transmitied to an appropriais afficiel of the
governmant of the importing country,

EPA inlerprets section 17(a) to
provide authority for EPA to establish
the specific requirements for labeling of
expaorted pesticides and to establish the
specific requiremenis and procedures
for obtaining and distributing purchaser
acknowledgement statements set forth
in this policy.

2. FIFRA section 17(bj. FIFRA section
17(b) provides as follows:

[b) Conceliation Notices Furmnished 1o
Foreign Governments.— Waenever a
registraiion, or a cancellation or suspension’
of the registration of a paghicide bacomas
effective, or ceasss to be eftective, the
Administrator shall transmit through the
State Department notification thersof 1o the
governments of mher countries and to
apprepriate internaticnal agencies. Such
notification shall, upon request, include all
information related to the cancellation or
suspensicn of ihe regisiration of ibe pesticide
and information concerning other pesticidas
that are registered under seclion 3 of this Acl
and that could be used in ligu of such
pesticide.

3. FIFRA section 1 7(d], FIFRA saction
17(d) provides as follows:

(d} Looperation in Intermnational Efforts -
The Administratar shall, in conperation with
the Departmont of State and any other
appropriata Fedaral agency, participate and
cooperats in any international sfforts 10
davelop improved pesticide research and
regulations.

C. Glabal Pesticide Markel; Exports from
United States; Pesticide Usage;
Agricultural Imports

EPA estimates that 4 billion pounds of
conventional pesticides (measured as
active ingredients) are produced and
used in the world annually.
(Conventional pasticides include
chemicais {other than wood
preservatives) praduced for, end
marketed primarily as pesticides: this
estimate excludes sulfur, petroleum
distillates, end chlorine, all of which
have substantial use both as pesticides
and non-pesticides.] About three-fourths
of the pesticides produced world-wide
{3 billion pounds) is used for

agricultural purposes. The remainder
[ubo:t:ll billlion pounds) is used for non-
tura OGN,
aB;l'i'i'l:lm! Uniteguéﬂlas. along with other
industrialized countries sach as
Germany and the United Kingdom., is a
major exporisr of pesticides. In 1888,
the United States exparied
approximately 380 million pounds of
active ingredient pesticidas; this figure
represents approximately 28 percent of
overall 1.5 pesticide production, and
approximately 10 parcent of the total
world pesticide consumption, not
including wood presarvatives or
disinfectants. An analysis conducted by
the U.S. Department of Agriculture's
Economic Research Sarvice (ERS)
estimates that in 1985, total U.5.
pesticide salas were $6.5 billion, of
which $2.0 billion were identified az
expart sales. Tha United States is also
8 major importer of agricultural
commuodities. In genaral, imports
comprise aboui 15 percent of wotal U.S.
agricultural product consumption. For
cartain items-coffes, bananas and
cocoa, for example — imports are a
much higher parcentage of the total U.5.
consumplion. Paesticides are usad in the
production and storage of many of the
imported food commeoditias that
Americans consume.

D, Reosons for Review of EPA's 1980
Expart Policy

1. Heplth/environmental concerns.
EPA undertook a review of its export
policy at a time of growing public
concern bath ebout pestictde residues,
particularly ir imported foods, and also
about the contribution of American-
made pesticidas 1o health and
environmentsl problems in the
devaioping world. EPA is concerned
about food safety, the quality of the
globel environment end ebout public
health arcund the world, and believas
that it was apgropriate to review its
pelicies to see how it couid belter
address these health and environmental
CONCETTIS.

In the United States and the
international community, somse have
expressed the view that the United
States should not permit the expar of
pesticides that are not registered for use
inn the United 5taies. This view sappears
to be based on the perception that
pasticides which are not registered for
use in the United States, and which are
manufactured in the United States for
axport to ather countries, are inherently
more dangerous then those that are
registered for use here.

provides EPA with only
limited authority to probibit pesticide
exports. As & matter of policy, however,
the Agency's position is that benning
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exparts of unregistared pesticidas will
nol necessarily solve the problams
associated with pasticide use and
misuse in vther countries. The Agency's
views in this regard have been based, in
part, on the following four premises.
First, controlling the export of praducts
from the United States aloma will not
resclve the problems associeted with
pesticide usa in developing countries.
The United States is one of many
pasticide exporters-exporting
approximately 10 parcent of the total
world pesticide consumptian. Meny
countries, including some developing
couniries, have the manufecturing
capability to produce and export
pesticides which heve bean banned or
which are unregistered in the United
Stales.

Second, EPA believes that it may be
more affective to concentrate on
controlling the management and use of
all pesticide products, in order to
reduce unnecessary exposute, rather
than celegarically banning cenain
classes af U, 5. pesticides from
international trade. Third, EPA’s
regulatery dacisions are based upon
risk/benslit evaluations specific tu e
United States. The rigk/benefit balance
in other countries may differ from the
United States due 1o differences in
growing conditions and pest control
problems, as well as public health end
environmental censiderations. Thus, the
fact that a pesticide is not registered in
the United States may provide little
indication of whather the pesticide
poses a serious heslth or environmentel
threat when used in other countries.
Fourth, pesticide manufacturers may
not seek Lo register a product in the
United States simpiy because there is no
nead far it here. For example. the
product may control a pest that is not
a problem in this country ot may be
usad on crops nol commonly grown
here, For these reasons, EPA strongly
supperts upgrading information and
technicsl assistance 1o other countries to
help them make sound decisions on
pesticide use and regulation.

Cancern ebout the export of banned or
unregistered pesticides has bean linked
to fears that food imporied into the
United States will contain illegal
rosidues of pasticides which cannot he
used here. This possibility has been
termad the *'Circle of Poiscn.” Dala
gathered from residue monitering
programs, however, do not lend support
1o the "Circle of Poisan'' theory.
Although the data base is not as
axtensive as many would like. the
results of food monitering programs
show thel imported foods genserally do
nol contain either eleveted levels or &
large number of pesticide residues.

relativa 1o domestic food samples.
Furthermore, the levals that are found
do not generally present any significant
public health threat. [See statistics from
food import monitoring pregrams,
discussed below.) EPA, the Food and
Drug Administration (FDA), and the
U.5. Department of Agriculture (USDA)
have severa! programs in place to snsure
the safety of imported food. These
agencies are warking together to address
public concerns about the "Circle of
Poison” and to share information to
strengthen their monitaring and
enforcement p
will be discussed briefly below.

a. FDA’s programs. Under the Federal
Food, Drug, and Cosmetic Act [FFDCA),
EPA is responsible for setting tolerances
{maximurn permissible residue levels)
for pesticides in or on food and feed
crops and in processed foads. While
EPA establishes these tolerances, the
FDA is responsible for enforcing
tolerances. Under g surveillance
monitoring program, FDA samples
individuel lots of domestically
produced and imported foods and
analyzes them for pesticide residuss.
Using five multi-residuo testing
methods routinaly, FDA can detect and
measure about half of the pesticides
with EPA tolerances. as well as others
that have no talerances, plus numerous
metabolites, impurities, and alteration
products of both registered and non-
regisiered products. For those pesticides
with [.S, tolerances, single residue
testing methods are available to test for
thaose residuas not detectad by the
mutti-residue methods. Single residue
methads are alsa used far surveys for
specific pesticides of concern. The
analytical methods used to measure the
residues are generally capable of
determining levals wall below tolerance
valuss. EPA's policy is that the Agency
will not grant e food use regisiration
under FIFRA or a tolerance under
FFDCA unless there is a validated
analytical method for detecting and
measuring residues.

The FDA imposes various sanctions
on dotnestic and imported foods found
1o contain illegal residues of pesticides.
Domestic foods sre subject to seizure or
injunction and imported foods may be
detained at the port of eniry when
illegal residues are found. In the case of
jmports, "sutomatic detention” may
also be invoked as a result of 8 single
violative shipment. Automatic detention
presumas that the violative condition
may persist in subsequent shipments of
the same food [same shipper or grower,
same growing season). For this raason,
subssquent shipments are automatically
detained and required to be
accompanied by a valid certificate of

rams. These progrems

enalysis from a é)rivata laboratory belors
they are allowed to enter the country.

& most recent statistics on FOIA
manitoring activities. which were
compiled for Fiscal Year 1991 {October
1, 1990 through Seplember 30, 1891)
show thet 19,082 samples ware
analyzed under the regulatory
manitaring sppreach. Of thesw, 8466
were domestic and 10,618 were imparts.

FDA collacts two categories of
samples-“'surveillance” and
“compliance” semples. Most samples
gathered are surveillance samples-
collecled when there is na reason 1o
suspect that a particuler shipment
contains illegel residues. Compliance
samples are taken for follow-up when a
residue problem is known or suspecied.

O the 9,932 import surveillance
samples analyzed, 63% hed no residues
detacted, less than 1% had over-
tolerance residues, and 2% hed residues
for which thers was no tolerance for that
particular pesticide/commodity
combination. Fruits and vegetables
accounted for 78% cf the import
surveillance sampias. Of the fruits and
vegetables tested, 65% and 68% of
samples. respeciively, had no residuas
detected. Each group had less then 1%
of gamples with ovar-tolerance residues.
Ona percant of the fruit samples and 3%
of the vegetables samples had residues
for which there was ne tolerance. No
residues were found in 90% of the milk/
dairy producis group, and no samples
wers violative.

The mejerity of illegel residues found
tesult from use of a pesticide en &
particular commodity for which there is
no tolerance, althaugh tolerances for
residues of that pesticide may exist for
othar cotnmadities. In cases where no
tolerance existed, or where the residues
were aver the tolerance lavel, sanctions
wate imposed.

FDA acnuires information on
pestiride usage in countrias exporting
food to the United States for use in
planning and conducting its pesticide
monitoring activities. FDA's primary
source for such data has been the
Battelle Warld Agrochemical Data Bank,
8 compuier data base conteining foreign
usage data for about 20-25 countries.
The Pasticide Monitoring Improvements
Act of 1988 requires FDA to negatiate
with the governmanis of major
exporting countries for pesticide usage
data, with the aim of enhancing FDA's
ability to direct analysis loward thase
residues of specific pesticides known or
thought to have been used on particular
commaodities. Since the passage of the
Pasticide Monitoring Improvements Act,
FDA has expanded its coverege of
imported foods sampled, testing a wider
range of fonds. EPA will rlso be able to
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regularly provide FDA and USDA with
informatian concerming which countries
are receiving corinin pesticides from
exporters in the United States, in
accordance with the provisions of EPA's
Class Datermination 1-81, ldentity of
the Importing Country, {included in
today’s policy], FIFRA section 17(a){2),
and the
of business inforimation 1o other Federal
agencies at 40 CFR 2.208. (Tha
confidential status of information
submittad to EPA in purchaser
acknowledgemaent statements iz
discussed in Unit ITI.C. of this
preamble.)

b. USDA's programs. Responsibility
for menitoring mes1 and pouitry
exported to the United States to snsure
that it is wholesome and accuratsly
labelad, in eccordance with [1.S.
standards, belongs to USDA. The Foad
Safety and Inspection Service (FSIS) of
USDA implements inspestion and
sampling programs as required by the

axports, including: (1) monitoring
compliance with purchaser
acknowledgement statement
requirements; (2) changing its
enforcemant policy concerning the
export of unregistered pesticides under
saction 17{a); and (3) developing criteria
and precedures to improve preparation

lations governing disclosure and issuance of section 17(b) notices of

control actions, speclfcally addressing
the issue of what constitutes a
“gignificant action" lpvolving a
pesticide.

GAO was critical of an exemption to
the purchaser acknowledgemant
statemant requirement of section 17(a),
established in a 1980 Policy Statement
{45 FR 50274), July 28, 1980, This 1880
policy exemplad exporters of
unregisiered pasticide products which
were “'sitmilar in composition and use
patlern to a fedarally rgisterad
product” from the purchaser
acknowledgement requirements of
seciion 17(a){2). GAQ concluded that

Federal Meai Inspection Act, the Poultry this policy exampted the majority of

Products Inspection Act, and the Egg
Products inspection Act,

Federal meat and poultry inspection
laws require countrias exparting maat ar
pouitry to the Unitad States 1o impose
inspection requiraments at least equal to
1.5, requirements. USDA's Foraign
Programs Division evaluates foreign
meat and poultry inspaction programs
through system reviews, including on-
site reviews of plents in exporting
countries, FS1S also conducts port of
entry reinspaction of mesi and poultry
products exported to the Unilmf States.
Importad meat and poultry products are
sampled for food chemistry and
microbiotagical hazards as well as
chemical residues (including pesticides)
and drug residues. During 19490, 14,170
residue samples of imporied product
were atalyzad for drug end chemical
residues. Only 11 sampies were found
to conlain violative levels.

2, Congressianal oversighl. In April
1989, ihe Genaral Accounting Office
issued a report to the Chairman of the
Environment, Energy, and Natural
Resources Subcommiues, Committes on
Government Operations. of the 1.5,
House of Representatives, entitled,
PESTICIDES: Export of Unregisterad
Pesticides is not Adequately Monitored
by EPA (GAO/RCED-89-128). GAD

pesticide exports from the notice
requirement, and a)so concluded that
the exsmption mada it extremely
difficult for EPA to monitor compliance
with section 17(a).

On May 3, 1689, the Environmant,
Energy, and Natural Resources
Subcommiitea, held a hearing on the
topic of pesticide ax‘ﬁom. In addition to
the issues raised in the GAQ repart, the
Subcommittes requested Lhat EPA
efficials discuss: trends in U.S. pesticide
production eand exports; EPA's
petlotmance and policies relating to the

‘implementation, monitoring, and

enforcemaent of section 17 of FIFRA;
EPA's respanzibilitiss under the FFDCA
to establish pesticide tolerances
{maximum level of pesticide residue
permitted on food or feed); efforts by
EPA to essist FDA and USDA in the
identification of potantially adulterated
foad imports; U.S. involvement in
internetional discussions relating to the
Prior informed Consant [PIC) concept
{57 FR 58380. December 9, 1892); and
EPA's efforts ta provide tachnical
Bssistence to foreign countries.

EPA officiels tastified at the hearing
that EPA's implamentation of the
notification procedures nesdad
improvement and agreed 1o review its
program and propose allernatives that

identified problems in EPA’s monitaring  would be more affective in

program regarding the section 17(a)
purchaser acknowledgement statement
requirament and reported that foreign
countries were nol being adequately
notified on pesticides of concern in the
United States pursuant to section 17(h).
GAO recommended to the EFA
Adminijstrator thet EPA take actions to
strengthen its oversight of pesticide

communicating to other governmants
the potential risks associated with
certain pesticides. EPA also indicated
thet it had already concluded that
notification systems alone would not
rasolve the types af prablems associated
with the use of pesticides in developing
couatries and therafors had also
aliocated a portion of its limitad

regources to providing techuical
assistance to developing countries. This
expont policy review was initiated at the
conciusion of that haaring. On February
12, 1940 {55 FR 4956), EPA publishad
proposed palicy changes antitled the
Peacticide Export Policies Review and
proposed amendmants 1o the 1880
policy. The proposals discussed
possible revisions to uxport jabeling
mequirements, confidentiality
provisions. and internetional pesticide
notifications.
Ag?in Lilamh :la, 1894, thsé.‘.ummitlaa on
culture, Nutrition, and Forestry, of
the U.S. Senate hald s hearing on
pesticide axports. The Committes
invited EPA to address proposed
legislation, the osed Pesticide
Export Reform Act of 1990 (S, 2227], as
wall as EPA‘s February 12, 1860 axport
policy proposals. At the hearing, EPA
officials testified in support of
strengithening the provisions of FIFRA
govaming the export of pesticides to
address growing concerns about
intamational trade in banned and
sevarely restricted pesticides. EPA
expressed support for amending section
17 of FIFRA to enable EPA to more fully
implement the ptior informed consant
procedure of the United Nations Food
and Agriculture Organization (FAQ) end
Environment P me 1.

Al the hearing, the February 12, 1990
proposad policy changes ware
discussad, along with EPA's efforts to
develop sducation and training
workshops in pesticide regulation and
managamant for other countries,
especially developing countriss. EPA
also gtated its wish to be congistent with
the international Prior Informed
Consent (PIC) procedures, (See 55 FR
4862.] PIC procedures are describad in
more detail in Unit IILE. of this
preamble. (Copies of EPA's testimony
far this and subsegquent Congressional
hearings on the export of pesticides are
included in the public record for this
policy statemsani, s discussad in Unit V
of this preambile.]

EPA belisves that improvemants to
current law are neacessary Lo improve or
help 1o ensure FDA and USDA have the
ability to monitor imported food for
illegal pesticide residues. regardless of
the origin of the pesticide. Suggestions
Erupmad to Congress by EPA would

elp to ensure that unregisterad
pesticides have been reviewed and
approved by an OECD country, and that
the data supporting the approval are
evailable to potential importing
countries to assist their decision-
making. While EPA supports
improvemants to the current law, this
paiicy statemsent is basad upon current
FIFRA requiremsnts.
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II. Discussion of the 1950 Palicy. the
1880 Propoeal, Public Comments, snd
Responses to Commaents

EPA received 40 sets of commants on
its February 12, 1990 policy propasals:
12 from pesticide companies and
industry, including trade assoctations; 2
from environmantal organizations: 16
from foreign governments, 1 from e
representative of the Organization fer
Economic Cooperation and
Development (OECD); 1 from a
consulting firm, and 2 from United
Statas government agencies, The
camments addrassad all of the general
ereas of the proposed policy revisians.
A brief discussion of Lthe 1880 Export
Policy, EPA's 1990 proposal, commennts
received and EPA's responses are
prasamiad balow,

A. Section 17{a)(1}-Label and Labeling
Reguirements for Exported Pesticide
Products

1. Applicability of the label statement
“Not Registered for Use in the United
States of America” required by section
17{a){1). — a. 1980 policy. EPA’s 1980
policy provided that in accordance with
FIFRA sactien 17{a}(1). sll unregisierad
pesticides must heve labels or labeling
which contein the statement “Not
Registered fer Use in the Uniled States
of Americe.” The statemant must be
conspicuous and readable. The 1980
policy also required that this statement
appear in both English end the language
of the importing couniry.

b. 1550 proposal. EPA proposad
clarifying that ell unregistered products
must comply with the labeling
provisions of section 17(a}{1], and that
all praducts not bearing a valid EFA
registralion number must state *MNat
Regisiered for Use in the United States
of America” en their labels or labeling.
The statement must be conspicuous and
readable, and meet the requirements for
muitilinguel labals as defined in §
168.65(b}(4) of this policy.

c. Commenis. A numbar of industry
representatives commented on the
applicability of this requirement and
ways 1o improve its utility. Three
commentors thought that the “Not
Registered for Use in the United States”
labeling statement requirement did not
currently epply to products which are
claimed to be similar in composition
and use ta a 11.5. registered product, and
favored continuing that approach. Three
other commeniars slso supparted this
spproach. Two commentors suggested
that EPA aliow the statement to be
expanded sither to account for
variations or 1o be rewarded or
supplemented, a.g., "this product is
similar ic a registered product...” The

remaining commeanlors on this issus
stated that the language “Not Registerad
for Use in the United States of America”
shouid not be required on immaediate
preduct packeging since it would
require relabeling In the impaorting
country or the country of distribution.
They suggested that exporters should ba
allowed to place this statement on the
outside ]abalmg. i.e.. on the shipping or
packaging containers.

d. Response Sactian 2(q)(1)(H} of
FIFRA requires that each unregisiered
expered product have the statement
"Nat Registered for Use in the United
Stetes of America™ on tha product label.
Due to the range of interpretations
expressed in the comments, EPA
believes there is 8 need to clarify that
paint in this palicy.

The siatute prescribes thet the labal of
en exported unregistered product must
bear the siatement “Nat Registered for
Use in the United States of America.”
Alternative statements which do not
clearly inform the reader that the
praduct is unregistered would not meet
this requirement. EPA agrees, however,
that certain additional clarifying
lanpuags could improve the usafulness
of this statement, since the meaning of
the term “not registered™ may be
unclear ta handlers and users of
pasticides in ather countries. Therafare,
EPA has dacided that exporters may add
language to the label to explain why the
product is not considerad 10 be &
registered product in the United States.
Fer example, where & particular product
is unregisterad because a Jabeled
exporied use includes a erop not
included in the U.S. registration, it
would be acceptable to add the
statement “Not registered for Use an
{unregistered use crop] in the United
States of America." [l would also be
permissible to add clarifying language
ofter the stalement “Not Regisiered for
Use in the United States of America”
such as “For research use only."”

In addition, EPA would not object to
language which clarifies tha registraiion
status, such as adding the staternent "“No
Longer Registered for Use in the United
States of America” or adding
information regarding the reason why
the registration was drapped. The
labeling statement must not, however,
obscure the fact that 1the product is not
registered for use in the United States
and cannet be sald for use ip the United
Stetes, EPA will considet as misbranded
eny exported unregistered product
which does not contein the basic
statemment “Not Registerad for Use in the
United States of America™ or to which
any added labeling language is false or
misleading, as in suggesting that the
product is in fact registered.

As described alsewhers in this policy,
the atatement “Not Registered For Use
in the United States of America” may be
includad on the supplemental labeling,
rather than on the immsadiate product
P 2. App?;mbrbty af the lobeling
requirement to research and
development products.— a. 1880 policy.
Tha 1980 policy specifically stated that
research quantities of pesticides are
subject 10 the policy’ sﬁwhahng
provisions.

b. 1890 proposal. EPA proposed to
clarify that the labeling requirements of
saction 17(a]{1) appliad 1o all exported
Esﬁcidas without exception, EPA

ligved that clarification was necessary
to ansure that exported RAD pesticide
products that are exemptad from other
provisions of section 17 of FIFRA still
mest the labeling requirements of
saction 17(a)(1).

c. Comments. Some commentors
stated that it was their understanding
that research and development (R&D)]
pesticides were naot considered to be
pesticides under FIFRA, sccording 1o
the provisions of 40 CFR part 172
(Experimental Use Permitsl. and that
such substances would therefere not be
subject to any FIFRA requirements
including iabeling. Commentars alsc
stated that since these chemicals would
ba nead under highly controlled
conditions by highly skillad individuals
there would be little need for the
reguirad labeling. Commentors noted
that since thess products were still in
tha developmenial stege, meny of the
required staternents could not be made.

'wo environmental groups disagreed
with the concept of exampting R&D
chemicals from any labeling
requirements. They believed that there
should be tighter regulation of R&D
chemicals because less is known about
them then is known about commercial
products,

d, Response. EPA disagrees with those
commentars wha stated that R&D
pesticides are not pesticides regulated
under FIFRA. The Agency does regulste
R&D pesticides undar FIFRA, even
though the Agency may have
determined that certain R&D pesticides
would not be subject tc ell the
requirements of FIFRA (e.g., See 43 CFR
part 152).

In addition, EPA does not find any of
the arguments against labeling
requirementis for R&D pesticides to be
compelling. The minimal identity and
safety information required on export
labaling in section 17{a){1}. is vseful in
ensuring that such pesticides are
properly identified during shipment and
upon arrival in the importing country.
The Agency believes that it is important
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to treat R&D pesticides that are exported
consistently with our treatment of RAD
pesticides in the United States.
Therefore. when RAD pesticides are
axported, such RAD pesticides are
zubject to the FIFRA section 17{u}(1)
labeling requirements described in this
policy.

In addition, the Agency haz
determined that in order to protect
confidentielity, the exporter may choose
ta use coded information to identify the
ingradients on the labeling of exportad
pesticide products shipped for RED
purposes, [See 40 CFR 168.65[b)(t}iv)
of this document.)

3. Supplemental labeling. Under
section 2{p) of FIFRA, labels are written,
printed, or graphic material “on or
attached to the pesticide...or any of its
containers or wrappers.” Labaling,
including supplemental labeling, rafers
Lo labels and any written, printed. or
graphic material accompanying the
pesticide ar device at any time or o
which reference is made an the label.

a. 1980 policy. In the 1880 policy,
exparters were allowed to use
supplemental labeling to mest label
requiremnents when there ware conflicts
etween United States and foreign label
requiremeants, The 1980 palicy provided
that supplemantal labeling may be
attached to or eccompany the product
container or shipping container. The
policy emphasized that the Agency
intended 1o ba as flexibie as passible on
this issue, Exporters ware permitiad to
use a variety of typss of labaling 1o
comply with the requiremeants of FIFRA,
as long as the labals or labeling, when
taken together, conform to the FIFRA
section 17(&)(1) re?uiramenls.

b. 1990 proposal. EPA proposed
maintaining its 1980 policy regarding
supplemental iabeling of axported
pesticides. This policy allows the
placemant of label statemaents either on
the label ar on the labeling {i.e..
attached matsarial) as lang as the labels
and labeling, taken together, fulfill the
requirements of FIFRA section 17{a)(1].
EPA alternatively proposed to clarify
that certain language had to appear on
the immediaie container unless thers
was a direct canflict with foreign
labeling requirements.

c. Comments. The majority of
caommentors favored continuing the
1980 palicy, but algo indicated a need
for clarification of when supplemental
labeling is allowsd, what may be
included in supplamental labeling, and
what supporting documentation may be
neaded to aliow the Agency to ensure
compliance.

While one foreign government
commented in favor of continuing the
existing policy. most of the comments

on supplemantal labaling were receivad
from industry. All of the comments from
industry representatives supported
mduciﬁ the label requirements for
exporied pesticide products, and
allowing expariers to place the majority
of the required statements on ettached
labeling. Two commentors stated that
exporters should be allowed to place all
bilingual or muluilingual statements on
supplemental labeling. and thet it
should be permissible to plecs on
immediale containers, labels only in the
languege of the munat?' of intended use.
One commentor stated that the policy
should explicitly allow this. Twa
commentars stated that if the
purchasing country was different from
the country of final destination, the
purchazer would never see the
immediate containers and thus labeling
in their language would be of no use.
The commentoes said that piacing U.5.-
required siatemants on immediate
cottainers would simply mean thet
those containers would have to be
reigbeled at a later date.

Three commentors stated that the

roposed multilingual requirement for
abels [55 FR 4971) wauld cause
problems unless supplemsntal labeling
were generally allowed. Two cited
situations where guch products would
have 19 be repackaged or reprocessad
oversens hefore final sale and usa. The
other commantors mentioned that
having saveral translations on the label
wuultf take up 100 much space and
crowd the labels. Two commentors
stated that imposing U.S. product label
requirgments would intatfsre with the
abiiity of foreign governments to
regulate pesticides. One of these
commentors suggesied that requiring
11.5. labeling stalements on exported
products would insult foreign national
sovereignty. The other stated thet their
customers wers incredulous that certain
FIFRA-required statements weuld have
to be on the immaediate container labels
of products they purchazed from U.S.
manufacturers. Two commentors said
that once a product is exported, EPA
would noi be sble to enforce label
provisions.

d. Response. The Agency continues to
support the position slated in its 1980
pu?icy statemsnt that EPA will allow
exporters 1o meet the labeling
requirements in FIFRA by the use of
supplemental labeling. By this policy,
EPA makes it possible for exporters to
also meat the label and labeling
requirements of fareign purchasers and

ulatary authorities.
mﬁ:}}’h agreas with commantors who
state that it should be permissible lo
label immediate containers in
accordance with the requirements of the

country of intended use, and to include
any FIFRA ired statements on
supplemental labeling which must
accompany shipping containers. EPA
also agrees that |En multilingual labeling
reguirements may be met

supplemantal lebeling. The multilingual
requirement is intended to snsure that
eppropriata information is available to

1 parsons who come in contact with 8
pesticide, and attaching that
information to shipping containers will
accomplish this purpose while the
pesticide is being tranaported. This alsa
allows the product 1o be labeled in a
manner that is considered appropriate
by the impo countty.

Finally, EPA believes that it is not
appropriate to require avidence thet a
FIFRA lnbel actually conflicts with the
labeling requiremants of a foreign
pountry in ordst to allow supplemental
labeling. The govarmment of a foreign
country may prefar or require that the
labe] be only in the age of their
country. that the label presant certain
informetion in & spacified format, or
that the label conform to an acoaptad
international labal schems,

Censequently, EPA bas decided that
tha labeling requiremants under section
17(a){1) may be mel sither wilh a label
ettached to the product container or
with supplemental labeling attached to
the shipping containers. The
supplemental labeling must be attachad
to the immediate product container or
the shipping conteiner at all times when
it is shipped or held for shipping in the
United States. For example, placing
required information on the
supplemenial labeling of exported
pesticides would be considered
appropriate in the following situations:
where the immadiate pesticide
containers are labeled 1o mest foreign

urchaser requirements or international

heling conventions; where the
producer uses su;ﬁlemanta] labeling to
meet multilingual lahsling

uiremenis; or whare the producer

misves there may be problems meating
the labeling requirements of foreign
countries if 11.5. labeling information is
included on the immediate product
containers. The exporier must anly
datermine which labeling provisions are
not met theough information on the
label attached to the immediate
container and meet those requiremeants
theough suppiementsl labaling. Whare
the supplemental labeling and container
labeling taken together mest the FIFRA
requirements, the shipment will be
considered to be in compliance with
FIFRA.

4. Expansion of Language
Requirements for Labeis from Bilingual
to Multilingual.— a. 1980 policy. FIFRA
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section 2{q)(1)(E) roqhimt that "any
word, statement, or other information*
required pursuant to its authority must
ba *'...in guch 1erms as to render them
likely o be read and undsrstood by the
otdinary individual undar customary
conditions of purchase and use.” EPA's
1880 policy statemant Interpreted this
language to require bilingual stalements,
in English and the langusge of the
importing country, for: (i) The waming
and caution statements, {ii) the
ingredient staterment, (iii} whera
required, the werd “poison’ and the
statement of practical trestment, and if
required, (iv) the statement “Not
Registerad for Use in the United States
of America.”

The 1980 policy stated that “any
language in which efficial government
business is conducted in the country or
which is the predominantiy spoken
language of the country is acceptable as
the second language on the label.” 45
FR 50275 [July 28, 1880.)

EPA's authority to establish bilingual
labeling requiremnents for exporied
pesticides was affirmed by an EPA
sdministratjve law judge. Ses In the
Matter of Shisld-Brite Corporation,
(Docket No. FIFRA-S50-H-02, June 2B,
1991).

b. 199¢ Proposal. EPA proposed te
require that labeling statements, which
are rurrently reguired to be bilingual. be
multilingual. A& such. the iabaling
stalemants waoukd have to appear in
English, in tha language of the
purchaser's country, end if diffarent, in
the language of the country of finel
destination. This was done 1o address
those situations whers a product is
exported to more than ane country, as
wall as when tha country of final
destination is different from the country
o which it is initially exported.

. Comments. EPA received a number
of comments on this ‘psuu.
Approximately 12 commaeniors
supported retaining the current
bilinguel labeling requirements. Two
environmental groups and two countries
strongly supported multilingual
labeling. One commentor suggestad that
gl precautionary statements be
maultilingual. Nine industry commentors
strongly objected to multilingual
labeling as impractical, unnecessary,
hurdensoms, and statad that it would
put the United States at a compatitive
disadvantage. Two countriss favored
multilingual labeling, stating the
importance of readable labels at usa
sites. Another country stated that il had
its own sirict requirements for labeling
to be in its own language, but did not
explain whether bilingual or
multilingua) jabel statements were
permitted. One country responded that

it expected labels 10 be in its own
language.

Pesticide industry commentors
axpressed strong objections to this
Empoﬁal and expressed a preference for

ilingual labeling. Several stated that
only English and the language of the
country of final deatination should be
on the lsbel since the intermediate
country only transfers the pesticids,
Other industry commentors stated that
the label should be bilingual but not in
ihe language of the country of final
destination becausa this is often not
known.

Several commentors stated that this
requirement would cause problems in
the case of reformulsted technical active
ingredients, since labaling of technical
producis would not ba sent with the
reformulated products. In addition, it is
often difficull 1c anticipate the final
destlinations when lechnical producis
gre shipped from the United States.

d. Response. EPA believes that
mullilingual labeling is required for the
communication of important
information on the safe and effective
handling of pesticides. Howaver, EFA
acknnwladgas that thara ara likely 1o be
situations where it is impractical for the
1.5, exporter to know the identity of
each country to which a pesticide may
eventually be shipped. Therefore, an
exporter must only include the language
of sach country to which the exporter
knows. or can reasonably be expecied te
know, that the product will be shipped.
For this reason, EPA is qualifying the
requirement by adding the phrase “if
known, or reasonshly ascertainable™
when refarring to the nesd to include
the language of the country of final
destination.

Examples of when the axporter can
reasonably be expecied to know the
destinations of a shipment, inciude but
are not jimiled to the following: thers is
documantation in the exporter’s files,
e.g., sales or shipping contracts, which
specify the destination of the specific
shipment; an exporer's history of
transactions with a particular customer
waould indicate where particubar
pesticides have been shipped and
indicate where this shipment is likaly to
go; thers is documentation in the
exporter's files which indicates that a
pesticide is being shipped to a country
s an intermadiate dastination and will
be reshippad to ather countries for
importation, in which case the other
countries are considered the final
destination.

EPA acknowledges thet where a
product is 8 concentrated active
ingredient shipped to a foreign
purchaser for reformulation, the 1.5,
exporter may not be ahle 1o anticipate

all possible raformulations and thair
destination. For example, if e technical
grade active ingredient is exparted for
reformulation into end-use products in
the importing country, the exporter may
not know where the end-use preducis
will be shipped. In this cass, the .
axporter would only be required ta label
tha product in English, and the language
of the importing country. Nata,
however, that if the exportet knows, or
can be reasonably expected to know,
that the active ingredient is baing
shipped to an intermediary who will
ship it to anather country where
rafgrmulation would take place,
multilingual labaling wauPd be requirad
in English, in the language of the
country af the intermediary. and in the
language of the country of the
reformulator, whe is censidered to be
the final destination.

Although EPA believes that
multilingusl labeling will help to
communicate more information to
people who coma into contact with
pesticides during shipment, handling,
arid usa, EPA also recognizes that there
are limitatians 1o the usefuiness of
multilinguel labeling. Some usets of
pesticides may not be able to read. and
for those people, pictures or eymbols
tmg- s more effective in conveying use
and safety information. As such, EPA
has reviewed and strongly supports the
Cuidelines an Good Labeling Practice
developed by the Food and Agriculture
Organization of the United Nations,
March 1985, These guidelines wara
prepared with the intention of assisting
peopls who prepars pesticide labels, in
communiceting the essential alemenis
of the safe and effactive use of
nesticidas to end-usars.

The FAD guidelines recommend
comraunicating information on hazard
by using the pictorial representations
indicating toxicity, flammability,
explosiveness, oxidation, irritancy, and
corrosiveness. In addition, international
syinbols used to indicate various
physical properties heve been combined
with short hazard classification
statements, usad in the World Heglth
Organization (WHO) Hazard
Classification System. WHO's hazard
classification is based on the hazard
presented by the formulated product
{e.g.. a WHO Class Ia pesticide active
ingredisnt could be in Class I¥ when
formulatad.)

The guidelines also recommend using
color ceding. based on the toxicity of
the product, and should be linked 10 the
WHO Recommended Classification of
Pesticides by Hazard. The FAD
guidance suggesis placing a band at the
bottom of the label. occupying not less
than 15% of the label ares, in the
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appropriate color for the hazard A suggested modification was thet EPA  requirement to obtain a purchaser
classification. For pesticides which fall  allow the exporter (o inciude the terme  acknowledgement atatement for
inte the WHO Claxs la or Ib, red is of the restriction with this statament. unregistored pesticides which were

recommended. Pesticides which are
classified as WHO Class II should have
& yollow band, and icides in WHO

ase [, & blue band. Pesticides in
WHO Class Il which are technical
preducts unlikely to pressnt hazard in
nornal use (Tabie 5 of WHO
classification Guidance), should have a
green bend.

EPA is considering whether to also
require the WHO hazard classification,
along with the appropriste color code
and pictograms, on the label or labeling
of pesticides for export. This issue may
be addressed in a future Federsl
Ragisler.

ducers of pasticide products for
export are reminded thal they may label
products according to WHO guideiines
in arder to meat the requiremnents of
foreign purchasers, as long as ths
labaling requiremants of section 17{a)(1)
as described in this policy are met. If
necessary, eupplemental labeling as
described in this policy may be usad in
order to meet the labeling requirements
of section 17[a}{1) when immedjate
containsrs are labeled in ac:urdence
with WHO guidelinas,

5. Modification of the use
classification statements — v. 1980
policy. FIFRA saction 2(q)(2) requires
that pesticide product labels contain &
staternent of the use classification under
which the product is registered. The
1980 policy stated that the use
classification must appear on the
labeling of the pesticide; e.g., for
resiricted use pesticides, the statement
“Restricted Use Pasticide® must appear
on the label or labeling. Howevar,
summary statements regarding the terms
af the restriction, e.g., "“For retsii saie to
and application enly by Certified
Applicators..." were not required.

li:. 1930 propoesal. EPA did not
propose any changes to the use
classification statement labeling
requirement.

. Commments. A number of
commentars requested clarification of
whal information EPA might allow to
explain use classification statemants to
maka them more understandable in
ather countries. Several commentors
bath from industry and envirenmental
Rroups stated that terminology normally
included in the use iassification
statemnent of products registered in tha
United States would be confusing to
importing countries. Some commentors
stated that the term “restricted use
pesticide” might be confused with the
UNEP/FAC term "severely restricted"’
which has a different meaning from
“restricted use pesticide” under FIFRA,

d. Respense. In the 18960 policy
statement, EPA stated that al] of the
conditions applicable to  use
classification need not be listed on the
labeling. EPA believed thet such
conditions may not have much meaning
putside of the United States. For
oxemple, the statement “For retail sale
to and use only by Certified
Applicators...” would have little
meaning to someonse nat familiar with
U.5. pesticide regulations. The
cominents EPA recsived suggested that
even the basic terims used in use
classifications [e.g., “restricted use
pesticide”can result in confusion.
Therefore, EPA agraes that some
clarifications shouid be allowed, as long
as they do not obscure the classification
statement. Thus, it is permissible to add
explanatory language which accurately
explains the meaning of a use
classification. For example, tha
statement “restricted use pasticide” may
be expanded to read; "Restricted in 1he
United States of America to use by
certified applicators” or *‘Restricted Use
Pesticide. In the United Siates this
product is restricted lo use by
applicators determined by each state to
be competent in pesticide application,
and humen health and environmental
cansequences of misuse.” Note,
however, that if such explanatory
language falsely represents or is
misleading regarding the use
classificatton in the Unitad States, the
product will ba considered misbranded.
EPA also wishes to point out that a use
classification should only be listed if
ons has been assigned pursuant to the
1).5. ragistration,

6. Identities of parties required on the
lebel, The 1990 propasal provided
guidance on alements which must
appear on the label or labeling of each
exported product (55 FR 4971, February
12, 1980.} Under “Idantity of Parties,”
the proposal read: "Name and sddress
of the preducer, registrent (if any}, end
the person for whom the pesticide was
produced, mus! appeat in the labeling."
This sentance should have read “Nama
and addrass of the producer, registrant
{if any), or the parson for whom the
pesticide was produced must appear in
the labsling.” The carrect language is
boing used in the final policy.

B. FIFRA Section 12{a}{2}-Procedures for
Exporting Unregistered Pasticides—
Purchaser Acknowledgement

Statemenis

1. Similar in composition and use
exemption. — a, 1980 policy. The 1980
policy created an sxemption from the

minot varialions on formulations
registered in the United States, which
contained ong sctive ingredients
registered in the United Siatea, and
which had similar use patterns 1o U.5,
registered products. To be comsidered
similar to a U.5. registered product in
composition and use pattern, s pesticide
product had to contain the same active
ingredient or comhination of active
ingredients, and be in the seme category
of toxicity as a Rederally registered
product. The use pattern also had to be
similar i the use pattern of the
federally registered product to which it
was baing compared.

b. 1890 proposal. EPA proposed to
madify or to eliminate the existing
exemption from the purchaser
acknowledgement requirement for
products substantially similar in
composition and use to currently
registered products. If the exemptinp
waere retained, EPA proposed that the
burden of substantiating tha claim
remain with the exporter, and that any
similerity claims ba supporied by
documentation. The Agency was also
considering whether such
documentation should be maintained in
records which would be mads available
to EPA upon request, or whether the
documsntation should be submitted to

the Agency
c. Lomments. Two environmantal
groups advocated eliminating the

exemption, citing the ambiguity of the
exemption criteria, the burden of
proving compliance with whalever
criteria might be adopted, and the
opinion that the exemption appears ta
be a "loophels” for unregistered
products. The commentors suggested
that the regulated community should
not decide which praducts did and did
not require notification. One foreign
government also supported aliminating
the exemption due 1o the ambiguity of
the exemption criteria. One industry
commentor stated that the exsmplion
created problems for the regulated
community and stated that if the
examplion wers retainad, it must be
bettar defined.

COmne foreign governmend and an OECD
representative supported keeping the
axemption {o preserve the utility of
noticas sent to foreign governments.
However, they expressed enforcement
concerns if the sxemption is
maintained, since they felt that it would
ba difficult to ensure that the exemption
is properly used.

t of the industry commentors
ware in favor of maintaining the
exemption. Several of thass commentars
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said that removal of the exemption
waould result in incressed burden huat
they did not elaborate bayond the
estimates EPA published in its proposed
policy. In addition, some cominentors
balieved that eliminating the exemption
would result in potentia) trads
disadvantages since forsign firms would
nat be required by their governmaents to
obtain such notifications. Sevaral stated
thal they did not percaive any potential
bensfits from the elimination of the
exemption.

Proponenis of the exemption cited
instances where products, which are
otharwise identical to U.S. registersd
pasticides, would be subject 10
natification as “unregistered” becausa
of: (1) Relabeling or repackaging to
confarm with metric weight
formmulations, including possible
rounding-off differences resulting in
slightly different technical active or
inert concentrations; (2) minor iner
modifications including color or edor
modifications 10 meet customer
specifications; and {3) labeling for uses
tar which there ara ne U.5. applications
such as for certein tropicel crops. Some
cammentors pointed out that in these
cases Lhe relevant safaty data which
would apply to registarad pasticides are
just as applicable to the unregistered
“similar” preducts, [t was stated that
custom blending to meet foreign
farmulation requirements would often
result in products that are not identical
to the 1).S. product, although the
product is otherwise the same.

Many proponents of the exemption
stated that a clearer definition af

- *similar” was needed. Saveral asked
thet explicit criteria be made available.
One siated that EPA needed to prapase
such a clarification for public comment.
Most commentors from industry did not
object to the proposal that exporters
maintain records to substantiate
similarity claims, but many objected to
a reporling reguirement.

d. Response. EPA has concluded that
the exemption should be eliminated. As
wuas pointed out by some commentors,
the exemplion creatas compliance
problems for industry end has also
proven to be difficult for the Agency to
enforce. EPA belisves that elimination
of the sxemption is the best way to
resalve the difficulties associsted with
compliance, both for the regulated
community and for EPA. In addition,
the Agency beliaves that elimination of
the exemption will provide the
importing countrias with better
information on pesticides exported from
the Unitad States.

Al the tima that EPA published the
proposad policy it believed that
compliance end enforcement problems

could be partially solved by clarifying
that the burden of proof lies with the
person asserting similarity, However,
even with such provisions, including
requiring the exporter to substantiate
claims of similarity, EPA has
determined that arriving at consistent
interpretations would still be axtremely
burdensome for the Agency, and
confusing to the regulated community
and other governments.

In the proposed policy, EPA
expressed concern about whether
eliminating the exemption would raise
problems in terms of increased burden
an exporiers and the governments of
countries receiving the purchasar
acknowledgement statemants in terms
of the numbar of notices that may be
required. EPA explicitly requested
commants on this issue, including any
poteniial benefits to importing
countries. While several commentors
mentioned increased burden, none
provided information beyand the
estimates presented by EPA. These
burden estimaies were small and not
judged to be importent encugh to offsel
the compliance and clerity problems
associated wilth the examption. EPA
believes that only a small number of
sddilional notices would be required
annually, and the burden imposed by
each notice is not large. EPA does not,
therefore, find the arguments based cn
increased burden on exporters to be
compelling.

A was concerned that sliminating
the exemption might detract from the
usefulness af the purchaser
scknowledgements statements to
receiving governmants. Singe
transmitials of statements to foreign
governments will be made by EPA, {Sea
discussion of EPA’s transmitlal of
section 17[a) notices. in Unit IILB.6. of
this preamble} the Agency intends to
continue to review its internal
procedures to determine if there are
ways to increase the usefulness of the
stalemnenis to other governments, and to
make them easier 1o process. For
example, EPA is considering attaching a
revised cover sheet, with more detailad
information than the one currently used,
which would explain the purposs of the
purchaser acknowledgement statemnsnts
1o help countries distinguish them fram
other internatiopal notifications, such as
section 17{b) and PIC notices. EPA may
also specially identify statements which
the Agency has reason 1o believe may be
of spacific interest to importing
countries, such as statements associated
with chemicals which are identified on
international lists as posing special
concerns. EPA believes thet such steps
may largely offset any potential burdaen
or loss of utility to olther governments

that could otherwise result from
elimination of the axemption,

For the purposes of saclion
17(a), EPA will congider products to be
registered if they are registersd under
saction 3 of FIFRA,, or i thay were once
registored end are being sold under
section 6{a){1) of FIFRA. Except as
discussad in this policy, any variations
in the formula of the export product
from the formula of the U.S. registered
product, or any usas or claime on the
export product’s label which are not
consistent -vith the uses ar claims stated
on the label of the U.5. ragistered
product, render the expart product
“'unregistered” and subject 10 all the
requirements for exporling an
unragistéred product pursuant to FIFRA
section 17(a). As discussad leter in this
section, cartain modifications to the
labeling, packeging, or composition will
not cause an otherwise registared
product produced solely for export to he
considersd unregistered.

Applications E]r pasticide
registrations under FIFRA must be
accompanied by a copy of the product’s
proposed lahsling, including uses and
claims, abd a Full description of 1ests
made and results thereof in support of
such claims. A pesticide's formulatian,
usas and claims which are stated on its
labsling are all assential components of
the pesticide’s U.S. registration. EPA
helieves that the product labsling is an
important reference point for
determining whether or not any
pesticide product, including one
produced for export, is registered in the
United States. EPA's pesticide labsling
regulations specifically reguire that an
approved product labe) must be
attached to the immediate pesticide
product container. This is to ensure that
the label information is transmitied and
understood under customary conditions
of sale and use.

EPA understands that when pesticide
products are exporied, it may not be
practical to label the immediate
contginer with the U.5. label without
defealing the packaging or labeling
needs of the fareign purchaser. For
example, the purchaser mey need to
label the praduct container with a label
meeting the reguirements of the country
of impart. Although EPA believes that
the labeling is critical in identifying a
product as registered, it js not EPA’s
intent to consider axported products
unregistered simply for failing to attach
the U.S. approved Jabsl {o the
immediate product container. Therafore,
EPA will allow registerad products to
still be considered registered for the
purposes of this policy when the
labeling approved under the U.5.
registration is not directly attached to
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the immediate product container. as
lang as that labaling sccompanies the
product at all times, i.8., as
eupplemantal labeling. If an exported
product does not bear the FIFRA section
3 labeling either on the immediate
product container or as supplamenial
labeling, it will not be considared
registared for the purposes of this
policy. The sale or distribution of such
a prociuct without meeting the
acknowledgemant stalement
requiraments of section 17(a){2) wili
canstitute the sale and distribution of an
unregistered pesticide in violalion of
FIFRA section 12{a). (Note: section
2(q)(1HC) of FIFRA precludes any
persan from exporting a product thei is
in imilation of, or iz offared for sale
under the name of, annther pesticids.
This means Lhat & person cannot use the
pesticide product labeling approved
undar another person's registration in
order lo export their own product as e
“registered"” product.)

When e product is claimed to be a
registered product, and is accompaniad
with the approved 1].5. labeling, any
labeling material which is in addition to
the U.5. label [as would be the case
when the immediate container is
labaled in accordance with foreign
purchasar specifications) must be
compatible with the U.S. labaling.
Excapt as discussed in this policy, if the
prodduct labeling indicates & different
fermutation from the regisiered product.
or stales new uses or claims, the product
will ha considered to be a different
praduct and not registered under
FIFRA. The presence of contradictory
labeling statements associated with the
sama product will aleo rendar that
product misbranded.

Export product labaling that states
information concerning composition,
claims or uses which are within the
scope allowsd by the U.5. labe] will not
be considered to be in conflict with the
1.5, label. For example, if the expart
label of a U.S. registered product lists
some, but not all, of the 11.5. registered
uses or crop applications, the
registration status for purposes of this
policy would not be affected. Similarly,
if the export product labal states
application retes that are allowed under
FIFRA when the registered product is
used in the Undted States, the product
would still be considerad registared.

1f the export labeling stales
application rates in metric units, the
product's regulatory status will not
change if the metric measurements are
an arcurals conversion from the U.5.
units. An exporter of a U.5. regisiered
pesticide may add new uses to the label
af that product for export purpases,
without triggering the requirements of

saction 17(a)(2}. as long as the new uses
are within the same general use patierns
as those for the registered product,
[Pesticide use pattarns are listed in
Appendix A Lo part 158-Data
Requiremants for Registration: Use
Pattern Index. The general pesticide usa
patterns are: terrestrisl crop and
terresttial nonfood crop; greenhouse
food crop and greanhouss nonfood crap;
aquatic food crop and squatic nenfeod
crap; indoor uss; and fo use.)
Adding new uses to the labal which
change ths use pattern, zsuch as changes
from nan-foad to food une, outdoor to
indoar use, or termestrial to aquatic ase,
render the product unregistered and
subjoct to the requirements of section 17
for unregistered products. If the new use
edded io the label is a food or feed use,
a tolerance mus! aiready be established
for the use of that pesticide in or on that
commodity or the product will be
considered unregistered and subject to
the requirements of section 17{e)(2).

II the export product label contains
siatements regarding the formulation or
compasilion of the product which differ
from that allowable under the U.5. .
registration (i.e. staterments that differ
from the statement of ingredients listed
in the certified statemsnt of formula),
the product will be considered
unregistered. For example. EFA will
consider any stated concantrations of
any active ingredients which fall
outside the certified limits for that
product to render that product
unregisterad. EPA will also consider the
product to be unregistered when the
label statemeants indicale the presence of
active or inert ingredients which are not
in the 11.5. regisiered product, or when
the label doss not list active or inert
ingrediants which are in the 1.5,
registered product. EFA may determine
such producis to be misbranded and
adulterated. EPA wishes to emphasize
that axcept as provided in this policy,
any differences in fprmulation or
compoesition between the sxported
product end that indicated in the
confidential statement af farmula for the
registerad product, including inert
ingredients, will cause the exported
product to be considered unregistered.
In addition, any diffarances in formula
or composition must be reflected in
records which show the complets
formula of the export product, in
accordance with the requirements of 40
CFR 169.2 and this policy.

EPA recognizes that certain
modifications 1o the composition of an
export product should nat render the
export prodect "unregistered" and thus
subject to the requirements of FIFRA
section 17(a)(2). Therefore. EPA has
decided that a change in the colar ar

fragrance of the expott uct will nat
nﬁomwl.ho produ::fr ?ﬂﬁmm sintus,
a5 long as certein conditions are mat.
The change in color must result only
from the addition of a dye included on
the list of the chemicals exempted from
the requirement of a tolerance at 40 CFR
160.1001, end the dye must not be a List
1 inerl. (List 1 inerts are those inerts
which the Agency has identified as
presanting loxicological concerns. Tha
classification of inerts is explaived in
EPA’s Policy Statement on Inert
Ingredionts in Pesticide Products, 52 FR
13305, April 22, 1987.) The change in
fragrance must result only from the
addition of a chemical included on the
list of chemicaiz exempted from Lhe
requirement of & talarance (40 CFR
180.1001) and the added chemial must
not be a List 1 inert. In addition, ibe
change in fragrance must not resalt in

a pesticide product containing a food ar
food-like fragrance, (See “'Food
Fragrances in Paesticide Formulations.”
EPA's Office of Pesticide Programs
Policy and Criteria Notice number
2155.1, November 20, 1975.)

EFA also recognizes that there are
instances whers & company mey nead to
slightly modify the composition of one
of its 1.5, registerad products for export
purposes. EPA will not consider a
company's modification of its registered
product to render that product
“unregistarad” in the following
situation. An exportar, whe is also the
registrant and/or manufacturer of a U.5.
registered pesticide, (other than
Eeslicide products intended for public

galth uses which are required or
conditionally required to submit
efficacy data pursuant to section
15B.640), may decrease the parcentage
of the active ingredient(s) of that
product by adding a List 4 inert
ingrediant, without causing that product
to be considered “unregistersd”’ and
triggering the requirement to gbtain a
purchaser acknowledgement statament.
In EPA's Policy Statement on Inert
Ingredients in Pesticide Products, EPA
included inert ingredients on List 4-8
list of inert ingredients posing minimal
hazard or risk-if the inert ingredients
wera ganerally regarded as innocuous.
{52 FR 13305. April 22, 1987.)

Such limited modifications may only
lbe made by the registrant and/or the
manufacturer of the 11.5. registarad
product. As discussad above, EPA's
1980 Pesticide Expart Policy exempted
exporters of unregistersd pesticide
products from the purchaser
acknowledgement siatement
requirement for products which the
exparier claimed were “similar in
composition snd use pattern io a
federally regisiered product.” EPA has
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concluded that only the registrant and/
or the manufacturar of the product may
be able to legitimataly claim that its
export produst is the same composition
&5 ils own federally registered product.
except for the addition of List 4 inert
ingredients. EPA has concludad this
because only the registrant end/or
manufacturer have access to the
product’s confidential statement of
formula thereby making it possibla for
them to know the extent to which the
modified product differs from the
regisiered product. Pesticide exporters
are nio longer permitted to claim that
their product 15 similar to another
campany's registered preduct and
thereby sxampt themselves from the
purchaser acknowledgement statamant
requirement.

PA's pasticide registration
regulations also provide that certein
changes may be made to a product’s
compasition, labeling or packaging,
without notificstion to ar epproval by
the Agency. (See 40 CFR 152 46(b)],
These changes include any changes in
package size and label net contents,
providad no chenge in use directions or
requiremeant for child-rasistant
peckaging would be necessary for the
praduct to be registered for use in the
United States. For example, if child-
resistant packaging is required for &
particular pasticide product in the
United States, and the product will be
axparted without child-resistant
packeging. the product would be
cansidered unregistered and therefore
subject to sll the requirements of FIFRA
saclion 17(a), including the requirement
for a purchaser acknowledgement
statarnent.

If an exporter needed tc repackage e
praduct in a size to meel & foreign
purchaser's specifications, that
modification would not affect the
registration status of the export product,
Dther medificstions to the label used for
experl purposes which will not affect
the export product’s registration status
are: the use of metric units for net
contents, dosages, and other numeric
expressions; the use of a different format
for the label, provided that the
information does not contradict the U.S.
lebel; vevision of non-mandatery 11.5.
label statements, consistant with 40 CFR
pert 156, including edditions or changes
requirad by other Federal statutes or
regulations; a change of the name or
address of the registrant, axcept fora
change resulting from transfar of
ownership, which requires that &
repisirant keep his name and address
current with ithe Agency; and sny
corraction of typogrephical er printing
errors that appeared on the U.5.
labeling. (See 40 CFR 152.46(b}).

Finally, EPA recognizes that there
may be situations where minor
discrepancies betwesn an export labal
end the U.5. registerad label result from
the translation of statements or the
conversion of units. Whaera ruch
differences are not significant, EPA doas
not beliave that they should affact the
registralion status of the product for
putrpases of export. Howsver. except as
provided in this policy, differences
which indicate new uses or ciaims
would be considersd to bae significant
and to render the product unregistered.
EPA wishes 1o emphasize parlicularly
that wathing or cautionary statements
that translate to a lower levsl of warning
or caution than thet indicated on the
1.5. labeling will be considered to be
significantly different.

EPA believes that in additien to the
flexibility discussed ebove, this policy
will provids importing countries with
ciearer, more sccurate information oh
the tegistration status of the pesticides
being exported from the United States,
consisient with the requirements of the
statute.

2. EPA treatment of exports of
unregistered pesticides for research
purpcses. — a, 1980 policy. The 1980
policy stated that experimental use
products will be considerad
unregistered, therefore requiring signed
purchaser acknowledgement statements
prior to export. However, small emounts
of pesticides axported only for rasearch
purposes would be considared exempt
from the purchaser ecknowiedgement
statement requiremesnt.

b. 1990 propesal. EPA proposed that
pesticide products exportad solely for
research purposes would not be
considered 10 be in violetion if no
purchaser scknowledgemeni statement
was sent if the exporter met certain
recordkeeping requirements to
substantiate Lhe claim that s product is
shipped for resparch purposes. In
eddition, EPA proposed that the
exporter should bear the burden of
demonstrating that the pesticide
qualifies for the resesrch exasmption.

c. Comments. Two environmental
groups statad thai research and
development (R&D) praducts should not
be axempt from the requirements of
section 17{a)(2). They siated that such
products constitute *unknowns" and
that consequently it is very important
that foreign governments be aware of
thair importation. Other commentors
stated that R&D chemicals tended to be
small quantities which would not cause
great potential health or environmenial
risks.

One industry commentor stated that it
would be simpler 1o obtain the
purchaser acknowledgemaent statement

than to substantiate R&D ues abroad,
and consequently supported sliminating
the exemplion. Howevar, al] other
industry commentors who addressed
this issus stated that the exemption
should be maintained, and that export
for small scale RED use could be
substantiated. Several supporters af the
axempticn mentioned that requiring
purchaser acknowledgament stalaments
where R&D chemicals are being
axporiad for testing, would provide the
locations of potential markets to their
competitors, and causs & Company
competitive harm, Severael commentors
steted that it was their belief that R&D
posticides warae not "pesticides” under
the meaning af FIFRA, as stated al 40
CFR 172.3, and hence were exempt from
any of the requirements of section 17
including both labaling and
acknowledgement stetements. (See
dizcussion in Unit IILA.2.4. of this
preamble.) Some commentors stated
thal they did not believe that there was
a great need for notification of other
governments of R&D exports because
R&T) products are used in tightly
controlled situations hy highly qualified
persons. They did not belisve that tham
was o significant chance for misuse ar
other risks.

Finally, some commentors wers
concerned that if there is no exemption
for the export of R&D products,
particulariy if notices are made publicly
evailable, product confidentiality couid
be jeopardized. Tliese commentors
painted out that proprielary knowledge
is treated differently in some foreign

‘countries than it is in the Unitad States.

Therefors disclasure of the identily of
research products carries & much greater
risk of competitive harm internationally
than would be the case in the United
States,

d. Response. As discussed sarlier,
EPA disagreas with the commentors
who staied that expartad R&D pesticides
are not considered to be pasticidas
under FIFRA, Research pesticidal
products are considered to be pesticidas
regulated under FIFRA, unless EPA
mekes determinations otherwise that are
applicable to the specific products in
gquestion.

EPA doss. however, believe that
under many research conditions
involving small quantities, R&D
pesticides will be used in a manner that
renders the risk of potential adverse
affecis to human heelth or the
anvironment negligible.

EPA acknowledges the concerns that
some commentors had regarding the
export of “unknown'' pesticides to
countries without their governmenis
having the bensfit of purchaser
acknowledgemsnt statements. EPA
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believas that governments shouid be
notified when thers are large-scale
research and development applications
or applications where there is a strong
potentinl for direct human or djgtary
exposure, For the reasons stated above,
howevar, EPA does not believe that jt is
useful to imposs this requirement in the
case where only amall acale controlled
uses are intandad.

Consequantly, EPA will not consider
exparts of RAD pesticides intended for
small-scale ressarch application (as
defined below] to be in violation of
section 17(a}{2) if no purchaser
acknowledgement statement was sant.
EF A believes that it is critica] to define
what is meant by small-scais ressarch
applications and is addressing this issua
in this policy.

3. Definition of small-scale research
application. —a. 1989 policy. The 1980
policy did not include any specific
definition af small-scaie research
product application.

b. 1990 proposal. EPA propaosed to
provide specific criteria lo dafine when
an R&D export would not be considerad
to be in viotation of the purchaser
acknowiedgement requirements of
section 17(a}(2) of FIFRA. These criteria
were based on the scope of the
application and other factors relating to
possible human contact or dietary
exposure rather than on the physical
quantity invoived since the actual
amounts of pesticide could vary
considerably based en type of pesticide,
concentration, and other factors, Expotts
of pesticides for research purposes in
quantities that would not normally
require nolification of EPA and issuance
of an experimental use permit if the use
were in the United States, would not be
considered to be subjact to the
purchaser acknowladgement
requiremant of section 17{a}{2}).

c. Comments. One foreign government
and severs] industry commentars
expressed ganeral approval of EPA's
proposed criteria for defining small-
scale R&D quantities based on use,
although one of the commentors
suggested thet a closer adherance to the
criteris cited at 40 CFR 172.3 should be
used. Anather stated thet there nesded
1o be some further clarification of what
was intended in the criteria, i.e., that the
limits on proposed use be on a “'per-
country” rather than s “per-pesticide”
basis.

Cne commantor suggested that it was
not appropriate ta use the proposad
criteria. The commentor statad that
these criteria were daesigned for the
United States, and only accurately
define research applications in the
United Staies. They would not,

therefore, necessarily be applicable
worldwide.

d. Response. EPA acknowladges that
the regulation of RAD pesticides may
vary in different countries, but baliaves
that the advantages of using a single set
of criteria that are consistent with thosa
in place for similar testing of R&D
pasticides in the United Staves outweigh
any disadvantages, The Agency did not
wish to use significantly different
criteria from those in the United
States unless there were compelling
reasons to do sa.

EPA agrees that it is nscessary to
clarify how to interpret these criteria
when there are multiple shipments 1o
multiple countries. EPA believes that
the most consistent approach is to
cousider separately product shipments
wilhin a calendar year ta multipie
countriss. If the RET} use of the product
shipped within a given calendar year by
an exparter to a particular country
exceeds the criteria stated in this policy,
EPA will consider failure to submit a
purchaser acknowledgement statement
to be a violation of section 17(a)(2). For
example, if within a calandar year, an
exporter is shipping e pesticide for
resaerch purposes, end the product may
be used on more than 10 acres {4.05
hectares) within the country af import,
EPA would consider failure to submit
purchaser acknowlsdgment statements
regarding those shipments to be
violations of section 17(s){2). If a
shipment, or series of shipments over
the courss of a calendar year to a foreign
purchaser for R&D use in one country
meels the critaria outlined above,
separate shipments to other countries
would be considered separataly.

The comments generally favored the
propesed criteria, and EPA is therefore
including the proposed criteria in the
final policy. EPA is clarifying that thess
criterin concern only the
acknowledgement requirements and are
net partinant to other FIFRA
requirements, such as labeling required
under section 17{a}{1).

4. Substantiotion and/or verification
of small-scale R&-D exports. — n. 1980
policy. The 1980 policy did not include
any specific criteria for defining small-
scale pesticide export for research
purposes anly.

b. 1990 Preposal. FPA proposed that
records substantisting claims for small-
scale R&D) pesticide exports be retained
for 3 years and be available far
inspection, or, alternatively, that
information substantialing such ciaims
be submitted 1o the Agency.

c. Comrrents. Several commentors
stated a strong preference for e
recordkesping requirement rather than
4ny new reporting requirements. One

commentor stated that reporting on a
case-by-case basis could be acceptabie.
Anather commentor atated that the
small quantities of RED shipments
would in themselves indicate the RAD
nature of the intended use.

d. Response. Since EPA has limited
ability to review actual use once
pesticides are exported, the Agency
must raiy on records substantiating the
intendad use. EPA may detarmine that
any shipment or saries of shipments of
an unregistered pesticide, for which
small-scale R&D purposes cannoi be
substantiated, is in violation of the

uirements of section 17(a)(2).

A believes that sxamination of
appropriate records will be adequate to
determine whether small-scale R&D
criteria are met. Records to support
claims of this nature must contain at
least the following information: (1)
identify the product and quantity
shipped in a given year to a given
purchaser in a specified county; {2)
include a detailad description aof use
pattemns [i.e., application rates, sites,
dosages, etc.} which are consistent with
the premise thet the shipped quantity
would be used within the RAD criteria;
and (3] contain confirmation, such as
sigued statements from the purchaser.
letters of transmittal, stc., which
indicates that the shipment(s) of the
product were to be used for R&D
purposas consistent with the quantity
shipped and the described uses. EPA
doas not believe that records which onty
show the quantity of product shipped
are sufficient for substantiating R&D
intent, since a quantity that would
qualify as "research™ for one type of
product or use may represent a
commarcial-sized quantity for a
different praduct or use,

EPA has reconsidered the proposed
3-year duration for record retention and
instead is raquiring that the records
must be retained for tha period specified
at 40 CFR 169.2{h). This is being done
to be consistent with oither
racordkeeping requirements for these
products. At the time of publicetion of
this notice, this pariod is 2 years.

5. Timing of Purchaser
Acknowiedgement Statements. — a.
1980 policy. Section 17(a)(2} requires
that before exporting a pasticide which
is not registered for use in the United
States, the purchaser must acknowledge
in wriling its understanding thet the
product is not registered far yse in the
United States and cannot be sold in the
United Stales.

Under EPA's existing palicy, an
exportar of an unregistered product
must have a copy of the signed
staternent prior to the export of the first
shipment each year of an untegisterad
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product to a particular purchaser for
each country.

b. 1990 proposal. In the 1990
proposal, EPA stated that it was
examining ita ?olicy of requiring annual
submissions of the purchaser
acknowledgement statement. EPA
proposed maintaining the current
system of annual submissions, as
described above, but also raquasted
commant on the optian of requiring
purchaser acknowledgemsnt statements
for each shipmant.

«. {Jomments. Twalve commentors
strangly supportad meintaining the
current system. Most commentars
helieved that the current system of
annual submissions should be
cantinued. Thay contanded that per-
shipment notification would creste a
larga paparwork burden, delays in
shipment, and trade disadvantages. One
foreign government commentad that
annual submissions would meet their
needs.

One commentor supported per-
shipment notifications, or alternatively,
the requirement of a detsiled annual
summary, specifying the quantity
shipped and the dates, to show the flow
pf shipments over the entire yesr. Tha
cotntmentor suggesied that EPA could
require the information to be providad
at the beginning of the year's shipments
and updated if anticipated shipmems
daviate fram the initial projections. The
commentor slated that such a
notification systam has worked
resscnebly well under the hazardous
waste export program pursuant to the
Rescurce, Conservation end Recovery
Act {RCRA), and has the significant
sdditionsl benefit of providing much
more useful information 10 other
governinents, U.5. agencies, and the
public.

Another commantor raquested that
EPA require exporters to submit the
signed statements to EPA within 10
working days of receipt or prior to the
first shipment, not within 7 days of
ra::eigl as currently required.

d. Aesponse. EPA has decided that
purchaser acknowledgement statements
tusi be submitted on s per-shipment
basis unless the exporter complies with
all of the provisions of an alternative
approach as provided in this policy. The
6lternative approach requires the
expaorier to obtain a purcheser
acknowledgement statement prior to the
first shipment of each unregistered
pesticide to a particular purchaser in a
foreign country, and to submit to EPA
an ennual summaery of all shipmeats of
that product 1o that purchaser.

EPA bslieves that the Congressional
intant underlying the purchasar
acknowledgement statement

requirement was that countries receive
informatior concerning each shipmant
of unregistered pesticides to their
country. Section 17{a}(2) requires that
the foreign purchaser sign a statement
acknowledging awareness of the
registration status of tha product and
that the exporter submit this staternent
to EPA prior to axport of an unregistered
pesticide. Since saction 17(a)(2)
specifies that no unregistered pesticide
shall be exported without a signed
purchaser acknowladgement statement,
it is EPA's interpretation that this
saction requires that thers be &
purchaser acknowledgement statement
far every shipment.

At one time, EPA believed that anoual
submissian of a notice for the first
shipment in the calendar yeer to sach
purchaser in each country was adequale
to mesel this requirement, becausa it
waould provide regular notification to
fareign governments. In the 1880 policy.
EPA did not consider per-shipmant
submissions to be advanlageous end
therefore exarcised its enforcement
discretion and allowed one submission
per year per purchaser per countrey for
the first shipment. Howsevar, EPA agrees
with the cemmentor who stated that
per-shipment notifications would
provide useful infarmation.
Consequantly, EPA is changing its
policy o require per-shipmant
netifications, so that more information
about shipments &f unregisiered
pesticides will be avaitable to
purchesers and other governments.

EPA recognizas that per-shipment
purchaser acknowledgement statements
would presant a greater burden than the
current sysiem. EPA therefore beligves
that en alternative approach would
provide essantial information while
minimizing the administrative and
paperwork burden.

nder the alternative approach, rather
than submitting per-shipment purchaser
acknowladgemant stalements, exporiers
wonld be permitted \o satisfy the
purchaser acknowledgement statement
requitement as follows. The exporter
would submit to EPA a signed
purcheser acknowledgement staiement
far the first shipmeni each calendar yaar
of an unregistered pesticids to a
particular purchaser in a particular
country. The exporter would attach to
that first purchaser acknowledgement
statement sent Lo EPA, a certification
signed by the exporter that export did
nat take place until a signed
ecknowledgement statement was
received, and provide information
which can be used to identify any
research and development products
(other than those exampt from the
purchaser acknowledgemeni statement

requirement, as described at 40 CFR
168.75(b){2}) referred to by code names
in the purchesar acknowledgemant
statarmnent. [n eddition, the ex

must include in the signed certification
a siatement certifying Lhet, for that
celandar year, the exparier will submit
an annual summary using the
procedures detailad in this palicy.

Under this alternative approach, the
exporter wauld be required to submit to
EPA an annual shipping summary at the
end of the yeer, which summarizes the
dates and destinstions of all shipmants
of that pesticide to each particu
purchaser exportad during the previous
calendar yesr. The annual sumenary
musi include the purcheser’s name and
address, the date of the purchaser's
signature in the purchasar
ecknowledgement statament submitted
to EPA during the previous calendar
year, the known destinations of the
shipment, and the identity of the
product and ective ingredient(s). The
ennual summary must be submittad to
EPA by March 1st of each year. EPA
doss not believe the annual summary
would be very burdensome because the
information should be readily available
to exparters in their records of
shipments, which they are already
reguired Lo mainlain under 40 CFR
169.2.

EPA will send a copy of the annual
shipping summary to the apprapriate
government officials afier it is received,

EPA considered requesting that
information on the quantity of
pesticides exported be included in the
annual summary. EPA believes that
while quantity information may be
usaful in providing more information
about exports, it is not necessary to
implement saction 17(a)(2). In addition,
EPA has concluded that this
information may be entitied to .
protection es confidential business
information, as discussed in 1nit II1.C.
of this preambile. For these ressons, and
for the reasons discussed in Unit 11.B.3
of this preambie (Informaticn
Requiraments for the Purchaser
Acknowledgement Statemant], EPA has
decided not to require it.

In summary, the saction 17{a)(Z)
requirement for a purchaser
acknowledgement statement can be met
by exparters complying with either of
the following two options: (1) Submit a
purchaser acknowledgerent statement
for each shipment of unregistered
pesticides; or [2) submit 8 purcheser
acknowledgament statement for the first
shipmant each yaar of a particular
pesticide to a particular purchaser for
each importing country, including the
appropriate cerification, and submit e
report to EPA which lists the dates and
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destinations of all shipments exported
during the pravious calendar year,

The procedures that an exporter of
unregistered cides must follow in
obtaining and transmitting the foreign
purchaser acknowledgement stataments
are set forth in 40 CFR 168.75.

e. Effective date for 40 CFR 168.75.
Under both the per-ehipmen! option and
the annual reporting option far
complying with section 17(sj(2), the
schedule for obtaining und transmitting
purchaser acknowledgement statemenis
is basad on the calendar year. Howaver,
because this policy hes been published
several mnnl.Es into & new calendar
year, exporters may have already sent
EPA purchaser acknowladgament
statements under the provisions of
EPA’s 1980 Pesticide Export Policy. In
arder to facilitme compliance with this
policy. the efiective date for the new
purcheser acknowledgement statemant
requiremnents is June 1, 1993. Thus, all
the requiremnents ¢f 40 CFR 168.75 will
be applicable as if june 1 was the atar
of the 1993 calender year. Beginning
June 1, 1893, exporiers must submit
purchaser acknowiedgemesnt statements
on & per-shipment basis. unless the
exporter compliss with the provisions of
the alternative approach of annual
reporting procedures as provided in this
palicy. Under the par-shipmant
approach, the exporier will have to
ebtain, prior to each shipment of an
unregistered pesticide product to a
couniry, a signad purchaser
scknowledgment statement, in
accordence with 40 CFR 168.75[c)2])(1}.
The exporter must submit the signad
purchaser acknowledgement statement
10 EPA in accordence with the
requirements of this policy.

if the exporter chooses the annuel
reparting procedures, he or she must
comply with all the requirements
specified in 40 CFR 168.75(c)(2](ii)
aeffective june 1, 1993. The exporter
must obiain, prior to the first shipment
accurring after June 1, 1883, of an
unregistared pesticide product to s
particular purchaser in s country, a
signed purchaser acknowledgement
statement in accordance with 40 CFR
168.75{c](2](ii).

In eddition to the purchaser
acknowledgement statemant for the first
shipment, the exporter must submit &
certification that he or she is choosing
the annual summary compliance option.
The exporter must submit the signed
purchaser acknowledgement statement
and certification in accordance with the
requirements of this policy. In March
1884, the axporter choosing the annual
reporting option for the June 1, 1983
through the December 31, 1093 pariod
must submit to EPA a summary of

shipmenis of sach pasticids to each
purchaser gent during that period.

In subsequant years, the period for
exportars choosing the annual reporting
aption will be the calendar year.
{Purchaser acknowledgemsant statements
submitted to EPA during the period
January 1. 1882 through Mey 31, 1963,
will be poverned by the policy
publishad in 1980 (45 FR 50274, July
28, 1980).

E. EPA’s transmittal of purchoser
acknowledgement statemenis. — a. 1984
policy. The 1980 policy did not discuss
EPA’s transmilial of purchaser
acknowledgement stalements. Undsr
that policy, EPA sent copies of the
purchaser acknowledgement statement
to the Departmant of State. Along with
the purchaser acknowledgamant
staternant, EPA sent a covar sheot which
identified the registration status of the
pesticide. {The status is identified as:
not registerad; deniad registration;
cancaled: or registration status
unknown.) The State Department then
transmitted the purchager
acknowledgement statement with EPA's
cover sheet, to the U.5. diplomatic post
in the imperting country, which in turn
sant il In an appropriata povarnment
official in that mun%.

b. 2990 prmposal. EPA proposed
sending p ser acknowledgament
statements directly from EPA to officials
in importing countries, and if different,
the country or countries of final
destinatiot, if known.

c. Comments. Al commentors
supported the idea of direct iransmittal
of parchaser acknowledgemsnt
siatements to foreign governments,
citing improved timeliness and
efficienty.

d. Respanse. EPA intends to
implemeant this approach and has made
arrangements to do s0. These notices
will, therefore, be transmitted directly
by EPA to appropriate officials of the
country of import and, where reported,
to the countries of final destination or
intended use. EPA will also send a copy
of the anmual shipping summary, as
discussed in the response to the
previous commsnt, to the appropriate
officiels after it is received.

EPA has decided that the eppropriate
governmental official 1o receive section
17(a) notifications will be the person
namad as the designaied nationsl
authority (DNA) for pesticide
notifications in the international prior
informed consent prageam (PIC). The
DNA has the responsibility for both
receiving and dissaminating information
associated with the PIC procedures.
Countries mey participaie in PIC as
gither an impening country or an
exporting country. Exporting countries

are axpecledf to participata in PIC for the
o icipating in information
Em; prﬁ;’fnrgum and export control
faatures. For countties which are not
participating in PIC, EPA will ascertain
the names of the appropriate persons (o
receiva the section 17(a) notifications.

7. Format of the purchaser
acknowledgemeni stotement—a. 1980
policy, The 1980 policy sel forth a
recommendad content for purchapar
acknowledgement statements, but did
not recomemend or require a specific
l‘m::nnt. ol Th

. 1980 proposai. The A
solicited comments on whgetﬂgry the
purcheser acknowledgemant statement
would be more useful if a specific
format were required, or if a particular
form were provided, e.g., & form similar
to the accepted international form for
notification under the PIC program.

r. Cormments. Nine commentors
supportsd the ides of a standardized
format. Four industry commantors
expressed sirong reservations with using
a form or format that closaly resembles
PIC notification forms for banned or
saverely restrictad pesticides. They
pointed out that not all unregietered
products are bannad or severely
restricted and that using a form thet
closely resembled tha PIC notification
for banned or savaraly restricted
chemicals would be confusing and
misieading. Two commantors suggested
following a format designatad ‘I:i' FAD/
LINEF as the basis for a standardized
format for the purchaser
acknowledgement statement.

d. Response. EPA beliaves that
standardizatien of purchaser
acknowledgeman! statements would
improve the consistency of submitted
information and the familiarity of
forsign governments with a given format
thus expediting review and reducing
misunderstandings. Purchaser
acknowledgement statements vary
greatly in quality and content. Many do
not adequatsly identify the pesticide
being shipped or the country of the
purchaser, Even though this information
is currently requirad, the lack of a
standardized format mey make
compliance more difficult. EPA baliaves
that a specific format wil! facilitete
compilance, improve information
transmittal from exporters, and
strengthen the Agency's ability to
manage the infarmation contained in
purchaser acknowladgement stataments.

Cne of the reasons EPA is considering
a formnt or form for the purchaser
acknowledgament statemsenl is te
improve the wility of the information
previdad by the purchaser
acknowledgement statements to foreign
goveraments. The Agency agrees with
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those commentors who suggestad that it
would be migleading for the form or
format to closely resamble another form
which transmits diffarent information.
Any forms and/ar format which EPA
mey davelop will ba reviewed to assure
that thay cannot be mistaken for PIC
notification forms dealing with bannad
or severely resiricted chamicals.

EFPA is considering devaloping and
making availahla purchaser
scknowladgement forms in different
languages. EPA beliavas that
multilingual purchaser
acknowledgement stetameants would
ensure that the documents could be
understood by the widest possible
sudience. If these forms are developed,
it is EPA’'s intent that they will be
published in the Federal Register for
commaent. Unti! the forms are available,
any format that is clearly
understandable and includss the
required information is acceptabl e. In
the interim, EPA plans to provide a
cover sheet in French, English or
Spanish (the official languages of the
PIC system) with sach purchaser
acknowledgement statemant EPA
transtnits ta importing governments.
EPA believas that cover sheets in the
sppropriate language witl aid countries
in understanding and using tha
information in the purchaser
acknowledgement statement.

8. Information requirements for the
purchaser acknowledgement statement.
— k. 1980 policy. In EPA's 1980 Policy,
the Agency stated that the purchaser
acknowledgment statemant must
include the following information:

(1) The exporter's name and acddress.

(2] The foreign purchaser’s name and
address.

{3) The nams of the product and the
active ingredient.

(4) An indication thet the purchaser
understands that the product is not
ragistared for use in the United States
and cannot be sold in the United States.

(5) The destination of the export
shipmant if different from the
purchasar's addrass.

(6) The foreign purchaser’s signature,

{7) The date of the signature.

b. 1990 proposal. EPA proposed that
more information be provided in

purchaser acknowladgemant statements.

Specifically, EPA proposad that the
country or countries of final destination
ba identified in the purchaser
aecknowiedgement statament, so thai
EPA could begin to send these notices
directly to the regulatory officials in
these countries, In some instances, this
would represant a broadsning of the
requirement in the 1980 policy, which
only reguired “the destination” of the
shipment to be included.

c. Comments. There were only a8 fow
comments specifically asddrassing this
issue. Une commentoer supported the
proposed expansion to include the
country of final destination, while
another commentor proposed that Lhe
E:rchnsar acknowiedgamsnt statemants

expanded to include information
about the quantity and frequency of the
shipmants. Commentors from both
industry and other govemments stated
that the country of final destination will
often not be known by the exporter at
the time of shipmsent.

d. Response. EPA considered other
information which could be included in
e purchaser scknowledgement statement
in order to make the notificalions
clearar end mare useful to other
governmants. EPA is requiring, as part
of this final policy, that exporiers
pravide the Chemical Abstracts Service
[CAS) registry number for each aclive
ingredient in a product, the
Internationa!l Unien of Pure and
Appliad Chamists ([UPAC) chemical
name lor each artive ingredient, and
other known chemical ar common
names by which the product is known. -
The Agency believes this informetion is
necassary for sdequate identification of
the product and active ingredients. In
addition, the identity of the country of
final dastination should be included in
the purchaser ecknowiedgement
statement, to the extent this information
15 known to, or reesonably ascertainable
by, the exporter.

On Apnl 25, 1991, EPA issued a cless
determination finding that the identity
of the country of final destination is not
entitled to confidential treatment. A
copy of the class determination is
reprinted in Uait OI.C. of this prearable.

A acknowledges that the country of
final destination may not be known by
the axporter at the time of shipment. As
with requirements regarding
multilingual ianguage an iabals, this
requirement! is contingent on the
exporter having actual knowledge of the
country of final destination, or if it can
be delermined that the information was
reasonably ascertainable ta the axporter.

In response to the comment receivad,
EPA considared requiring information
about the quantity of shipments in
purchaser acknowledgemant statements.
EPA sgreos that information about the
guantity of unregistered pesticides
exported would be useful to other
countries, to¢ EFA and to other agenciss,
and in respanding to inquiries from
Congress and the public. Information
about the quantity of pesticides shippad
would give importing countries valuable
information for regulating pesticide use
in their countries. Howaver, EPA's
authority to require guantity

informetion under FIFRA saction
17(a}(2) is subjsct to quastion and
raquiring this information could create
difficulties in protecting canfidential
businsss information from release as
required by FIFRA. Therafore, EPA will
nol require quentity informaticn to be
included in the purchaeser
scknowledgement statements.

§. Language requirements for
purchaser acknowledgement
statements. — 8. 1986 policy. The 1980
policy did not contain any language
requirements far the exporter to meat 1o
satisfy the purchaser acknawledgement
stalement requirement of section
17(a)(2].

b. 1930 proposal. EPA proposed
requiting that purcheser
acknowledgement statements be written
in English, the language of the
purchaser’s country, end the languages
of the country or countries of final
destinatjon, kn the case where more than
one language is involved becauss the
product is shipped to more than one
destination, EPA proposed that the
exparter must submit either a
multilingual statement to EPA, or
multiple statements in all required
languages. EPA believad that these
changas would assist the purchasers and
the importing governments in
undersianding the contents and
significance of the purchaser
acknowladgement statements.

c. Comments, EPA received many
comments on its proposal to make the
purchaser acknowledgement statement
multilingual. Four governments end Lhe
OECD representative supporied the
Empmal, although the latier wondered

ow EPA would know all of the
intended destinations and hence
requirad languages. One environmantal
group and one industry commantor also
supported the proposal.

os1 af the commentors from

industry objected to the proposal that
purchaser acknowledgemsnt statemants
be multilingusl, and some objected to
the minimal bilingual proposal as well.
Many of the arguments were identical ta
those raised regarding the proposal that
labeling be multilingual, (See 55 FR
4971.) For sxample, it was pointed out
that the country of final destination
would not always be known as in the
case of an active ingredient exported for
reformulation, One commentor stated
that the burden of translating the
purchaser acknowledgement stalements
might ba disproportionaiely high on
small busineszes who may not have
multilingual or bilingual staff. Another
staled that a foreign purchaser may he
reluctant to sigh a statament which
included languags which the purchaser
cannot read. This commentor believed
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thet the requirement of multilingual or
bilingual purchaser acknowledgement
statement would in practice require
foreign purchasers to be adept in all of
the lan s on the purchager
acknow] ment statement. Most of
the industry commentors did not object
to the minimal proposed bilingual

iremant.
mg‘.lﬂespam. EPA believes that
multilingual purchaser
acknowledgement statements would be'
very useful in communicating necessary
information as evidenced by the support
for this proposal from foreign
governments. Howsver, the numsrous
caomments raised by ind indicate
that there are practical problems which
need to be ad d. EPA also
recognizes thet requiring exporters to
tmnsglzte purchar:;- uﬁ:‘mlﬂdgamant
stalsments into different languages
would place & new burden on industry,
particularly email businesses, As noted
earlier, EPA is considering developing
forms for exparters to use as purchaser
acknowledgament statemmants which are
aiready in different languages. The
forms could be developed in English,
French, and Spanish, which are the
official lacguages of the PIC Program.
EPA balisves that this approach would
be more efficient than requiring each
exporter to develop its own multilingual
purchaser acknowledgament statements.
Due to the number of practical problems
to be workad out, EPA does not have
such forins at this time, and EPA is
considering publication of s proposal on
this issue at a later date.

As discussed above in Unit IIL.B.7. on
format of the purchaser
acknowladgement etatemment, until
multilingual purchaser
acknow!ladgement slatement forms can
be developed, EPA plans to include &
cover sheet in the appropriate language
with each purchaser acknowledgement
statement the Agency transmits. There
will be no requirement for the purcheser
acknowladgement statement to be in
multiple languages at this time.
However, if the foreign purchaser signs
a purchaser scknowliedgerment statement
in their own language, it must be
accompanied by an English translation
when it is submitied to EPA by the
#xpaorter.

L Confidentiality

1. Information treated as
confidential.— a. 1980 policy. EPA's
1980 policy statemant permitied
exporters to claim all the information
required in the purchaser
acknowledgement staternent as trade
secrets or confidential business
information (CBI), In the past, and in
accardance with its 1980 policy.

statement, EPA treated information
submitted in

acknowledgemeant statements as
confidential within the meaning of its
regulations on business confidentiali
a1 40 CFR part 2, subpart B, whan su
information had been claimed
cenfidential by the axportet.

b. January 12, 1990 palicy statemant,
In the Federal Register Notice regarding
the confidentiality of certain
information submitted under sections 7
and 17(a){2) of FIFRA, dated January 12,
1990 (55 FR 1261), EPA clarifiad that
saction 7(d) of FIFRA excludes the
names of the pesticides or active
ingredients used in producing
pesticides producad, gold, or distributed
at an establishment, from protection as
confidantial business information. In
additian, EPA stated that the names of
producers of unregistered pesticides are
a mattar of public record undar FIFRA
section 4. The notice also explained that
since unregistered pesticides genaerally
may be manufactured only for the
export markel, the fact that a company
has submitted a purchaser
acknowledgement statement to EPA
under section 17(a){2) for a given '

ticide could therefore be determined

m public information, Accordingly,
the identity of the producer of the
unregistered pesticide product, and if
applicable, the name of the active
ingredient would na longer be accorded
confidential treatment by EPA.

¢. Comments und response. Several
commentors in response ta the January
12, 1990 notice stated that no
information in a purchazer
acknowledgement statement shouid ba
confidential, assarting that the
information was readily accessible to
inierested parties sither in published
reporls oF upon request,

d. 1880 proposal. The proposed
policy on section 17(a} clatified that
certain infarmation containad in
purchaser acknowledgement statemsnts
will not be entitled to confidential
treatment. Specificelly, the proposed
policy clarified thet the name and
address of the exporter, and the name of
the product and the active ingredient
will not be considered confidential. In
addition, EPA proposed 1o issue a class
determination under 40 CFR 2.207
concemning the confidentiality of
country of final destination as reported
on purchaser acknowledgement
staternants. EPA also requested
comment on whether a sirnilar
determination should be made for
information identifying the foreign
purchaser.

e, Comments. Several commentors
stated thai disclosure of the country of
import and the country of destination,

toupled with the non-confidential name
of the exported product would be an
unfair public disclosure of = company's
marketing position. They stated H this
would provide an unfair advantage to
foreign-based competitors, Some
commentors explained in detail the
public soures for this information,
They explained that the cosf of
abiaining the information from other
sources would not be prohibitively high
for well-financed Bxgaﬂ ars. Exporters
stated that whila public sources of the
information existed, they were not as
acturate or as detailed as the
information which EPA would make
available, should the information be
deemed non-confidentiat.

f. Response. EPA's research and
in?uirius suggest that destination
information is genarally already a matter
of public record. Some countries
publizh lists identifying monthly
pesticide imports, including
information on the name or type of
pesticide, the exporting company, and
tha exporting country. Other countries
make this information evailable an
requect, Information on international
markets for Earu'culur pasticides is
widely available through advertinng by
U.5. exparters.

In addition, compilations exist which
list pesticides and their tory status
throughout tha warld, such as volumes
published joinily by the Agricultura)
Requisitas Scheme for Asie and tha
Pacific and the International
Cooperation Center for Agricultural
Resesrch and Development. Private
publishers provide infarmatien on
pasticide axports at a substantial cost.
Battelle publishes “World Pesticide
Programs" reports which provide
detailed information on pesticide use in
foreign countries. “Agrow World Crop
Protection News” offers market
planning snd development information
and lists pesticides regislared in various
countries, Tha Port Import/Export
Reporting Service (PIERS) datsbase of
the Journal of Commarce provides
information on all shipments leaving
the United States. Information avaitahle
ta customers of PIERS inciudes
commeadity axported (although the

recisa identity of the pesticide may not
ge given), manufacturer or shipper,
destination and estimated quantity.

In addition to the availability o
destination information in many public
sources, EPA believes that treating the
country of destination as non-
confidential would have public heaith
and environmental benefits, EPA
intends to send copies of the purchessr
ecknowledgemsant statements to al] the
countries of dastination identified by
the exporters on the statement.
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Information that icular pasticides
are being shipped to their country

should provide countriss with
information useful in monitoring and
controlling imported pasticides.

Dne commentor steted that
information on quantitias shipped
shiould not be confidential, TEe 1980
policy did not require informaticn on
the quantity of peaticides exparted to be
submitted as part of the purchaser
acknowladgement statement. EPA
considered requiring information an
guantity in the p aser
acknowiedgement statement, and
treating this information as non-
confidential. Many companies objscted
10 the disclosure of any information on
the quantity of pesticide exported.
Several companies were concerned that
information about quantity sold would
substaniially harm their companies’
compstitive positions by revesling
informatien about their markel share.
These companies claim that any public
date about quantity is either estimatad
or in obscure sources end not currently
svailable in a form that would provide
the significant advanta%e to competitors
ihat EPA's repurts would provide.

Aher research and snalysis of this
issue, EPA has concluded that while
quantity information may be useful in
providing more informetion about
exports, it is not necessary to implement
sectioh 17 (a)(2).

EPA also requastad commant on
whether e similer determination should
be mede for information identifying the
foreign purchaser. The name and
address of the foraign purchaser may be
entitled to confidentiad treatmant if il
raveals information ebout the cusiemer
list of the pesticide company. However,
if the fereign putchaser is merely &
distributor for the pesticide company in
the foreign country, then this
information would not generally be
considered privileged.

Saveral groups commenied that there
should be no confidential information
in & purchaser acknowledgament
staternent. They claimed that this
information may be publicly available
or estimated in international trade
megazines or other services. EPA
beiieves that companies have a valid
interest in proteching information which
could divulge their customers or
marketing strategies, end thus not all
information in & purchaser
acknowledgement statameni should be
treated es non-confidential. One
commentor stated that only financial
infaormation should be protectad as
confidential. EPA believes thet this is
too narrow an interpretation, For
example, courts have hald that any
information that could reveal market

share is confidential business
information.

Many commentots were concerned
about the release of any information on
research and development products.
Companies indicated that
confidentiality would be essential for
such shipments to avoid revealing
information which could ba invaluable
to compatitars. These commentors
stated that information sbout R&T)
products including the chemical
identity of the research product, the
quantity being shipped, the potsnitial
use pattern, and the country of final
destination should be confidential.
Several exporters expiained that new
products era ofien developed
simultansously in different countries
before the patent status af new research
matlerials has been sattled. Most
countries, unlike the United Steies, have
g first-to-file petent law, not a first-event
law. This meens that the identity of an
unpatanted research compound could
be patentad without proving that the
fler discoverad the compound first.
Therefore, premeture release af RAD
information could jeopardize the U.5.
producer’s patent rights to e new
praduct. Compenies also commented
that public disclosure would allow
competitars to learn about the new araas
of chemistry being explored by the
exporter. Compstitors could explore
thess new areas and compromise tha
axporter’s compelitive advantage in
rasaarch.

Other commentors stated that R&D
information relevant to public health
and the environment should not be
withhald from the public in the country
of impart or the public in the United
States.

2. Confidentrality of RED informution.
EPA believas that companias’ concerns
that the premature release of
information mbout research and
development products may leed to a
potantial loss of patent righis are valid
concerns. Tharefore, EPA hes concluded
that information about rasearch and
devalopment products is generally
entitied to confidential treatment.

3. Ciuss delermination. Based en the
considerations discussed above, and in
accordance with iis regulations at 40
CFR 2.207, on April 25, 1991, EPA
issued a Class Determination [1-41,
Identity of Importing Country Under
FIFRA section 17(al(2).). concluding
that information on the identity of the
importing country, reported to EPA in
putchaser acknowiedgement statements,
is not entitled 1o confidential trestment
under 5 1.5.C. 552(b}4) of the Freadom
of Informetion Act or FIFRA. The effact
of a cless determination is to make
known the Agency's position regarding

the mannar in which information within
the class will be treated in accordance
with the provigions of EPA's
confidentiality reguliations. Publication
of this class determination is not
sufficient grounds to release information
claimed confidential since both 40 CFR
2.204(e)(1} and 40 CFR Z.205{f}(2)
require that before release of
information claimed to be confidentisl,
notice must be given by certified mail ar
by other means by which the date of
raceipt of the notice can be verified.

Any companies who have previously
ciaimed information about the
destination of their export shipments to
be canfidential, will receive the notice
pravided for in EPA’'s regulations before
the Agency releases this information.
(40 CFR 2.204(d}{2} or 40 CFK 2.205(f

Persons submitling the information
specified in the purchasar
acknowledgement statement may assert
a cleim of business confidentiality by
marking the information claimed
confidential as *"FIFRA Confidential
Business Information.” Information sa
claimed will not be disclesed. with the
exception of disclosure 10 the foreign
Ruvsrimens, except in accordance with
tha pracedures set forth in 40 CFR part
2, 7 U.S.C. 1a6{h), and this palicy
statement. Notwithstanding any claim of
confidentiality, the purchaser
acknowledgemsnt statement will
continue to be forwardad to the
appropriale foreign government officials
in its entirety, as required by section
17{al(2).

in summary, the following
information will generally not be
considered confidentisl: {a) The fact that
a producer makes a registered or
unregistared pesticide product; (&) the
fact that an acknowledgement siatement
or other notice of export has been filed
by an exporter; (c) the idantity of the
unregistared exported product; and, if
applicable, the identity of the active
ingredients of the pesticide; and [d) the
ideniity of the importing country and
the country or countries of final
destination. if known. Informetion
subjact 1o the following class
determination 1-41 will not be
considered confidential and claims of
confidentiality for this information wiil
be denied.

Class Detarmination 1-01

1dantity of Importing Country Under FIFRA
Section 17(AN2)

I Bockground

Section 17(a){2) of tha Federl inseclicide,
Fungicide and Rodanticide Act (FIFRA] sets
out the conditions under which pesticidas
not ragistered for use in the United States
may be exported to other countries. Under
that provision and the Environmental
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Prntection Agency (EPA] matement af policy
goverulayg its implsmentation (45 FR 50274,
July 26, 1980}, a pasticides which is oot
istered under section 3 or sald under
section 6(a)(1) af FIFRA mey be exported onty
if, prior to expart, (1) the foreign purchaser
signs g sistement sckmowladging it
undarstands that the pesticide i unregistered
and canpot bo sald in tha United States and
[2} a copy of the acknowledgement statexnent
has besn transmitted to EPA for sending to
the government of the imparting country.
Under EPA's policy, these raquirements
spply only \o tha first shipment of sach
unragistersd pesticide to u partlcular
purchaser in & glven country annually.

EFPA’s 1940 policy statement permitted
expartars to claim as confidential business
information required to be reportsd to EPA
on the foreign purchaser’s acknowledgement
statament. The information required tc be
reported is a5 follows:

() Name and address of the exporter;

(bl Name and address of the foreign
purchaser

{c) Name of the product and the active
ingradisnt end an indication that the
purcherer understands that the product is not
registarsd far use in the United States;

(d} Destination of the export shipment if
different than purchaser's addrazs:

(8) Signature of the foraign purchaser; and

{f) Date of the foreign purchaser's
Eignatire.

in tha past, and in accordance with that
policy siatamenl, EPA has troated this
information as confidential when so claimed
by the exporter. However, EPA issued
another policy statement on january 12, 1990
(55 FR 1261} addressing the confidential
status of information reparted to EPA under
section 7 of FIFRA which necessarily affected
tha confidentiality of certain information
reparied under section 17(a)(2).

Specifically, because section 7 mandates
that certain information is not entitled to
confidential treatment, the fact that a
company has submiited a notice under
saction 17{a)(2) for a given pesticids is
necessarily public as well, [The active
ingredient of thet pesticide is also public
infoemation).

This class determination addresses the
confidentiality of the ideatity of the
importing country of tha unregistered
pesticide axporl. It does not address the
status of information about tha foreign
purchaser, information reported about
research and development products, or
quantity of shipment informstian which may
ba racorded on the purchasar
acknowledgement sistement.

II. Findings

Linder EPA's regulations on business
confidentiality at 40 CFR 2.207, | have
authority to issue class determinationy
concerning antitlement of business
infonnation to confidential treatmant. 1n the
case of the information reparted to EPA
under FIFRA section 17(a){2) concerning the
identity of importing country 1 have found:

(1) EPA posseasss numerous notices filed
under FIFRA section 17{a)(2) and will
continue to receive guch notices in the
Bature.

{2) The informmation wd
imparting country Ls of the sam® naturs sod
tharefore can be reated similarly for the
purpose of this determinatinn,

(3) A class determnination wili sarve a
usaful purpose by simplifving EPA respanses
to Freedam of Information Act [FOLA]
requeats for information contained in the
nolices, reducing the burden of individusl
determinatinns and informing requestsrs and
affected businesser of EPA’s position in
advance.

EFA may withhold information from
diaciosure under the FOIA if the information
falls within one of the exemptions in the Act,
Omne axemption is for “trade secrets™ and
commercial ar financial information obiained
from a person and privileged or conlideniial.
s 11.5.C. 552(h){4). The matter to be decided
in this class determination 18 whether tha
idantities of inporting counirias reported
under FIFRA saction 17(a)(2] are antitled 10
be withheld from disciosure under this
exemption of the FOLA.

The information in question is clearly
commercial informatien obteined from a
parson. The issue is whether this information
is truds secrei or otherwise confidential
within the meaning of 5 U.5.C. §52(b){4) and
EPA's business confidentiality regulaiions at
40 CFR part Z, Subpart B.

Before EPA may conclude that information
is axampt from disclosure as trade secret or
conbidentiel commercial information, the
Agency must find that the information is in
fact maintainad in confidence by the
butinass and is not publicly eveileble. IF it is
not maintained in confidence or is publicly
available, it it nat entitied to confidantial
traatraent and EPA musi disclosa the
information.

The weight of svidence shows that
destination information on unregisteted
pasticides s publicly availabla for many such
exports. For exampla, some countriss publish
lists identifying monthly imports includicg
information on the name or type of pesticide,
the exporting couniry end the exparting
company, Other countries make this
information evaiiahle on request.

Also widaly available is informetion on
inmernational markets for particular
pasticides. There is widespread advertising
by United States exporters on billboards and
in stoms in foreign countries for pesticides
sold in those countries but not registersd in
the United States. Similar advertising
appears in domestic and foreign publications.

There also exist compilations listing
pesticides and their regulatory status
thrpughont the world, such as three valumes
published jointly by the Agriculiural
Requisites Scheme for Asia and the Pacific
and the [mernational Co-operation Cantre for
Agricuitural Research and Development
covering Asia, the Paclfic, and Africa.

In sddition, congiderabls informetion on
destination of pesticids sxports is available
from private publishers at s cust which is
high but not prohibitively so for pesticide
manufacturers, For exampls, Battelle
publishes "Warld Pesticide Programme"
reports which provide detailed information
on pesticide use in foreign countries. " Agraw
World Crop Protection News™ cffers market
planning and development infarmation and

lists pesticides regiaterad in various
countries.

Finally, ths Port import/Export Reporting
Sarvice (PIERS) database of the Journal of
Coammarce provides information on ail
shipments Isaving tha Unitad Sistes.
Infrmation available ta customers of PIERS
varign in the level of datail provided, but may
include commadity exparted, manufacturer
or shipper, destination and quantity.

Therslore, it sppesrs that in many
ingtances destination information on
unregisterad pesticide axports is pot
maintained in confidence and is in fact
availabie to the public. For thoss sxpors,
destinetion informatioz is not entitled to
confidential treatment by EPA. Since this
determingtion must cover all notices received
under tection 17(a)(2), however, It ia
apcessary o contioue the confidentlality
analysis to appiy o thoss exports for which
destination information may in fact be held
in confidence.

Informaticn that has bean kapt in
confidence may be entitied to confidential
treatment under 5 1.5, 552{b)Y4] if it meets
one of the tests sst out in National Parks
Conservation Associetion v. Mortan, 408 F.2d
765 (D.C. Cir. 1974). Under Marion,
commercial or financial information may be
withhald from disclosure if revesling the
information would be likely [1) to impair the
ability of the government to obtain necsesary
information in the future or (2] to cause
substantial harm te the competitive position
of the submitter of the information.

Tine first tesi is not applicable o export
dastination information hecsuse such
ininrmatinn is required to be submittad to
EPA under FIFRA 17(a}{2) and EPA's policy
statarment. Thearefore, the information is not
volunterily submitted and EPA's ability to
obtain it in the fuiure would not be impairad
by disclosure. Accordingly, the applicable
Maortan tast ix the sscond one, whether
disclosure of this information wauld be
likely to cause substantial harm 1o the
competitive positian of the submitter.

Country of destination information other
than information concerning pesiicides in the
rasearch and development stage is not the

of information that would likely cause
substantial competitive hass to a submitter
if it were released. 1 not coupled with
information about quantity shipped, the
identity of tha country of destination does
not reveal specific information about 1he
company's customer list or market share.
While an argumsnt can be made that
releasing informaiion concemning research
products could enabie competitors to learn
new greas af chemiatry being explored by 1he
expartat and thwart “first to fila™ patent
iaws, no similer argument can be made for
pesticides in an established market.
Thersfore, under the second Morton test,
infarmation identifying the country of
destination of unregistered pesticide exports
is not entitled to confidential tentment.

Hi. Conclusion

For the foregoing reesons, [ find thet
infonmation reported 1o EPA under FIFRA
aaclion 17(2)(2) on unregisterad peslicide
exports idantifying the importing couitry is
not antitled to confidential treatment under
5 L1.S.C. 552(bj(4) ar FIFRA.
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Dats April 25, 1691,
Craig B. Annear
Associate General Counsel

L. FIFRA Section 17{b} Notification
FProgroms

1. Background. — . EPA's 1975
notice. In 1975, EPA issued a Federal
Register notice interprating the section
17(b) internationa} notification
requirement ta apply to “information
having internationsl significance.” {40
FR 20987, May 14. 1975). In that notics,
EPA indicated that notices 1o foreign
gavernments would be sent undar two
conditions: [1) whenever the Agency
registers, under the authority of section
3, a pasticide that contains any new
activa ingredisnt or entails a new use,
and (2) when cancellstion er suspension
of a pesticide becomes effective and is
determinad to be of international
significance. In the latter instances, EFA
indicated that such determinations
would be mede by epplying general
guidance on a case-by-case basis.

In the 1975 notice, EPA also indicated
what types of action would be
ronsidered to be of international
significance:

1. Actions resulting from a review af
the pesticide: actions resulting from
findings of risk.

2. Actions resulting from decisions to
raduce or revoke lolerances under the
FFDCA,

3. Actions invalving issuance of a
new policy applicable to the entire
pesticide industry.

4. Actions which may have
widespread environmental, sconomic or
political implications.

b. Currert proctice. EPA has genecally
limited section 17(b) notices tc
cancetlations or suspensions undsrtaken
for health or snvironmental reasons, and
for selected actions which place
significant restrictions on e pesticide’s
use, usually at the conclusion of a
Special Review. The section 17{b)
notices, as currently designed, discuss
in general the health or snvircnmental
concerns which prompted the action,
end offer to provide additional
information upon request. The notices
are fairly briaf, about three pages in
length, and are written in terms easily
undarsiood by people who may not be
familiar with the 1.5. pesticide
rogulatory program or laws.

Under the current system, EPA's
O¥fice of Pesticide Programs prepares &
notice and sends it to the Department of
State for transmittal to other
governmenis, The State Departmant
transmits s cable 10 all diplomatic posts,
directing embassies to infarm the host
government of the information in the

cable. The embassy then contacts an
eppropriate government office in the
host country and informs the office of
the information containsd in the cable.
Each embassy may handla the
notification differantly, depending upon
individual circumstances. Some notify
the Environmeant Ministry. some inform
the Agricultural Ministry, while others
may inform Lhe Foreign Ministry which
then in turn is expected to inform the
pesticide regulatory body, Some
smbassies Ty simply provids a copy of
the cable, some may set up & meeting to
discuss the notice, while others may
prepars a formal diplomatic
communique to transmit the
information.

c. EPA's goals. EPA wants to ensure
that other governments have
information on reg:latory actions taken
on the basis of public heslth or
environmaental concerns involving s
pesticide’s use. Such information can
assist ather governmants in making
informed decisions on the continusad
use of pesticides in their own countries.
EPA believes that providing increased
information on pasticide regulatory _
sctions will also help further health and
environmental protection goals
worldwide. EPA also beliaves that
informing other govarnments wili assist
with efforts toward imternational
hartaonization, as information about
EPA's pusticide regulatory activities
mey prompt similar actions abroad,

A has reviewed the saction 17(h)
notification progrem to determine how
it fits in with EPA's international goals.
EPA wants to inform foreign growars of
any U.S. pesticide regulatory aciion
which may affect their ability to export
food legally to the United States. If the
LUnited Statas informs other
governments of the regulatory artions
that the United Statss has taken with
respect to pesticides, those governments
may use that information to inform
exporting praducars or o regulate the
application of pesticides on crops
destined for export to the United States.

EPA has determinad that revisions to
its international notification system are
warranted. Revisions to the final policy
focus on the following ateas: The scopa
of the international section 17(b)
transmifttals; the frequency of such
transmittals and the content of the
notifications; and the transmittal
process itself, These areas are discussed
in ter detail below.

. 1990 proposal. EPA requested
comment on proposed revisions to its
policy on notificatian of foreign
governments of certain typaes of
pesticide regulatory actions. FIFRA
section 17(h) requires international
notificetions whenever a registration,

canceliation, or suspension of a
pesticide's registration becomes
effectiva, or ceases to be effective. Since
& major objective of EPA's roview of its
saction 17{b) policy was to improve the
utility of the notification process to
recipients, EPA sant copies of the
proposal out far comment to foreign
countrias and international
organizations.

A proposed to broaden the scope of
pection 17(b] notifications to include all
actions laken on the basis of health or
8n ‘ronmental concerns, 10 increase the
frequency and to amend the transmittal
procass for the notifications.

1. Scope of section 17{b} nolificaticn
program. EFA propased to axpand the
scope of actions subject ta international
notification te include all regulatory
actions taken on the basis of health and
snvironmenial criteria eo that countrias
receive important information abaut
pesticide risks. EPA also proposed that
countries should be notified of all majar
actions which affect pesticide use,
including actions which eliminate all
registrations for an active ingredient or
substantially change & pesticide
tolerance.

n. Types of regulatory decisions. Every
year, EPA tekos thousands of different
types of regulatory actions affecting
pesticide products. These actions
encompass routine, noncontroversial
decisions, as well as regulatory actions
that involve highly contentious issues,
and those which address serious
roncerns about public health and
environmantal risks. EPA considered a
number of factors in determining which
regulatory actions should be subject 1o
the notification requirement, and in
determining how the informsiion
should be transmitted. Among the
factors to be considered are; statutory
requirements; EPA's policy goals for
intermnetional pesticide efforts;
consistency with international
activities; the value of the information
to the recipient; and competing
demands on EPA's and other agencias’
TeSOUrces.

b. Legislative mandate. A literal
reading of section 17 (see Unit ILB.2
of this preamble] could require
thousands of notifications annually:
every time EPA amends a registration;
cancels a registration for failure to pay
maintenance fees; or cancels 8
registration at the request of a registrent.
EPA beliaves thet this requirement
should be interpreted consistent with
the intent of Congrass to provide
meaningful information to other
countries {5. Rapt. No, 92-1540, 92nd
Cong. 2d Sess. at 33 {1972)).

In the 1975 Notice, EPA notad that ihe
legislative history of section 17(b)
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indicates that notices should serve &
usefu] p . EPA went on to
concluda that it would not serve a
useful to transmit natices for all
of the actions which could concelvably
fall within the scope of this
requirement, and in fact, thet
notification of routine actions would
likely lessen Lhe impact of informetion
having intarnationa] significance. This
interpretation has guided EPA in its
decisians to transmit notices.

In the February 1880 Faderal Register
notice, EPA proposed that section 17(b)
notices should encompuass ell actians
taken on the basis of health or
snvironmental considerations. EPA slso
proposed thai section 17(b} should
ancompass all major actions which
affact pesticide use. This would include
actigns affecting foreign growars whe
wish to export food to the United States.

c. Comments. All cammentors on this
issue supported expanding the scope of
actions subject to section 17(b)
notifications. Two commentors
supported the scope of actions for
gection 17(b) actions as proyposed,
including an annusl sammary of the
sctions that meet EPA'e critaria. Two
commentors suggested sending notices
for all new regisirations. Anocther
commenior suggasted sending notices
for all partial cancellatians and
suspensiens. Three commentars
supported sending notices on those
pesticides withdrawn from the market
for other than health or environmantal
reasons.

d. Response. EPA proposed that
section 17(b) notices should be sent for
proposad and final suspensions and
canceilations taken as a result of the
pesticide’s potential to cause
unreasgnsble adverse affects {FIFRA
sections 6(b) end 6{c).] EPA believes
that information abaut final actions
taken on the basis of health and
environmental criteria would be the
most critical for timaly intemetional
notifications and will continue to send
such notices under sectian 17{b).

Howaver, EPA will continue to advise
other nations about major proposed
actions so that they will be aware of
emerging health and safsty concerns,
and will have an opportunity to
participate in the regulatory process.
These natices allow other countries an
oppartunity to participate in our
decisions, and they set an example we
are encouraging other countries to
follow. Moreover, sending these notices
would be consistent with the U.5.
negotiating positions in the Ganeral
Agreement on Tariffs and Trade (GATT)
and tha North American Free Trede
Agreement (NAFTA), and such

notifications would be required once
these agreaments are adopted.

Partial cancellations or suspensions
which oocur for sdministrative reasans,
o.g.. failure of the registmnt to pay the
fee required would not impari
particularly significant information to
the recipiants of the notices. However,
bacause this information may still be of
interest to other countries, a summary of
all pesticida regulatory actions will be
sant annually, including the actions for
which no section 17 [(b) notices would be
prepared on a routine basis, as
described in this section.

EPA has decided to expand the scope
of actions which will trigger section
17(b) natifications, to include a gensral
category of other actions which EPA
determines to be of international
significance, This addition is designed
to provide the Agency with the
flexibility to rapert on any regulatory
actions which mey not clearly fit into
other categories on the list of actions
Lri a gectinn 17[b) notice, a5
listad below.

{1) Finsl suspensions/cancellations as
a result of tha potential to cause _
unreasonable adversae effects (sections
&[b) and B{c)].

(2) Denial of a tolerance following &
formal finding that the tolerance does
not meet the statutory safety standard.

(3) Denial of an application to register
a pesticide product following a formal
finding that the risks outweigh the
benefits.

(4} Voluniary cancellations of
registration where thers is evidence of
health or envirorimental concerns
[section G[R).

(5] Voluntary withdrawals of
registration epplications, registrations,
or tolerance petitions, whers there is
evidence of health or environmental
problems priar io the withdrawal.

(6) Reregistration actions-issuance of a
reregistration eligibility decision
document (section 4(gh(2)).

(7} Final actions to astablish & new
tolerance or exemption from o tolerance,
to avoke a tolerance or éxempition, or
to amend & tolerance.

{B) All registrations of & new active
ingredient and {if different) the first
food use registration of an active
ingredient.

9} All other actions which eliminate
all or virtually sll significant
registrations for an active ingredient
including:

{i) Final cancellations for failure of a
registrant to meet conditions of

isttation.

ii} Voluntary cancellations.

{iii) Cancelletions for failure to pay
the fee raquired to reregisier or maintain
registration.

(iv} Cancellations resulting from other
activity under FIFRA section 4.

{12) Any other pesticide regulatory
actions which EFA deems ta be of
international significanca.

No section 17(b) notices wauld be
propatad on a routine basis for the
following actions. However, these
actions will still be included in the
annusl summary of pasticide regulatory
actions.

(1) Registrations of new uses of o

ticide.

{2) Registration of new products with
uses similar to existing registerad uses
{knowy as “me-too” registrations).

(3) Suspensions for failure ta submit
data under FIFRA section 3{c){2]){H} that
do not result in the alimination of ali ot
virtually all uses of an active ingrediant.

{4) Cancellation/suspensions thet do
tiot pesult in elimination of the
registration of all or virtually all uses of
the active ingredient or are not taken for
health and environmental reasons (eg.,
voluntary cancellation of a product by a
company becauss of insufficient funds
or unwillingness to meet data

uirements for reregistration.)
lw(‘.")] Voluntary withdrawals of petitions
for tnlarances within 75 days after
receipt of e notification from EPA of
deficiencies in the daia required to
support the petition. [See EPA's natice
of policy concerning abandoned and
incomplete pesticide pstitions for
tolerances or food end feed additive
petitions, 56 FR 43759 (September 4,
1991).

2. Timing and frequency of section
17{b) notifications.-(a) 1990 Proposal.
EFA proposed that the timing of section
17(b} notices should depend upon the
potantial effect af the action taken.
Notifications of regulatory actions based
or: health and/or environmental
concerns should be transmitted as seon
as possible afer such actions &ra taken.
The Agency also proposed to send an
annual summary of pesticide regulatary
actions taken during the year.

{b) Comments. Ten commantors
supported the option EPA proposed-te
transmit notices of urgant health and
environmen! concerns immediately and
to prepare an annual report
summarizing these notices and listing
less urgent actions taken during the
year. One commentor supported
maintaining the current system of
sanding section 17(b) notices as soon a5
possible after the action occurs.

[c) Response. EPA will prioritize the
gection 17(b) natices to ensure that
those dealing with significant health
and/or environmental concems are
ransmitted immedistely. The Agency
will also prepare an annual summary of
all pesticide regulatory actians and
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transmit it to countries. The annusl
summary will list pesticide regulatary
actiong publiched in the Federal
Register during the year.

1. Transmittal of section 1 7{bj notices.
— {a) Curreat pructice, EPA transmita
both section 17[4) and section 17{h)
notices through the State Depertment.
The section 17[4) notices are sent by the
State Department to the appropriate
arbassy for the country of import. The
State Department also sends copies of
section 17{b) notices to all embessies for
delivery to contacts within each
country. FIFRA section 17(b) provides
that EPA shall transmit section 17{h)
potifications through the Stele
De ent.

he current practice of transmittal has
proved Lo be a timecoansuming and
somewhali inafficient process, The State
Department orders all the cables it
transmits in terms of priority,
Information ebout domestic regulatory
actions is usually of a lower priority
than diplomatic activities. Further,
smbassies mey tack sufficient stalf to
forward the notices quickly to the
appropriate government officials in the
receiving countries. The current process
often delays receipt by foreign
governments of informatien about U.S.
pasticide actians.

(b) 1290 proposal. The Agency
propased to transmit section 17(b)
notices directly to the appropriate
officiais in other govarnments, with
copies of the notices provided to the
State Department to keep them informed
shaut the communication,

[c] Comments. All commentors excapt
one supported the direct transmittal of
section 17(b) notices. The commentor
who opposed EPA’s direct transmittal of
the notices stated that since the statute
requires EPA 10 go through the State
Department in transmitting notices, they
could not condone EPA’s proposal to act
on diseretionary autharity and not
follow the explicit statutory provision.

{d) Response. EPA will continue o
send section 17(b) notices to the Stale
Department for transmittal to embassies.
In addition, EPA will send advance
notices of actions covered by section
17[b) requirements directly to the
appropriate officials in other
governmenis. EPA will also prepare an
annual summary of actions covered by
seclion 17(b}. EPA will send the annual
summery of actions direcily to
appropriate officials in other
governments and simultanecusly to the
State Department.

4. Content and format of the section
17{bj notices. The saction 17(b) notices
currently contein & summary of the
action taken, an sxplanation of the
health ar environmental reasons

prompting the action, and the legislative
and regulatory background for the
action. The natices state that additional
information is available upon reguest,
usuglly in the form of a tachni::.':f
support document or fact sheet. There is
no current standardized format for
saction 17{b) notices.

8. 1990 proposal. In the proposed
policy statement, EPA prapased
expanding the contant of the section
17(b} notifications and solicited
comment on the kinds of information
which ghould be included in the notices
and the appropriaie format, particularly
for the anousl summary that will
include listings of all actions taken
during a calendar year. EPA stated that
it intends ta comply with
recornmendations for formats made by
international orgenizations when
revising the EPA natices, and reguesied
commenis an this point.

b, Comment. The Agency received
few comments on this issua. Two
commentors stated thal the information
in section 17(b) notices should be sasily
undsrstond, noi just a copy of the
Federal Register notice describing the
action. In addilion, the same
commentors agrood with EPA's propasal
to follow an internationally egreed upon
format, when possible, Three
commantors suggested including the
name, address, talaphone and Facsimile
{FAX} numbsr of EPA contacts with the
natice.

c. Response, EPA agrees with sll
comments on this issue. EPA believes it
would be ussful to expand the
informetion contained in saction 17(b)
nolices. For example, in 50me £ases
more information sbout alternative
pesticides, hendling, storage and
disposal could be provided. EPA has
decided 1o expand the information it
inclades in section 17(b) notifications to
the extant it is available, and consisteni
with the need for prompt notification.
EPA is also considering providing
Spanish and Franch translations of
section 17(b] noticas upon request.
{English, Spanish, and Franch are the
official languages FAQ/UNEP will use
in implementing PIC notification
procedures.)

EPA plans to incarporate, to the
extent possible, some of the information
used in the FAOHUNEP notificetion of
control action form for section 17(b)
notificetions. EPA will clearly indicate
that the notice is pursuant to section
17(b) of FIFRA, sc as niot to confuse the
recipient. The FAQO/UNEP form
includes the following information: the
Chemical Abstract Systetn registry
number of mach active ingredient, trade
names and the chemical nomenclaiure
used by the International Union of Pure

and Applied Chamists ([UPAC), a
description of the regulatory adtion 1o
ban or saveraly restrict the active
ingredient and a reference to the
national documant ordering such sction,
& description of reasons for the action
reievant to prolection of bealth and the
environment, and s discussion of
known altamativas.

EPA will also notify the FAQ/UNEP
Secretariat, using notification of control
action forms, of ell finel actions which
meet the internationally-agreed upon
definitions of "'banned ar seversly
rastricted for health or environmantal
reasons.' This will place all relavant
information into an international data
bese and information axchange
procadure.

E. Section 17{d] Activities

1. Prior Informed Consent System. In
1989, FAD and UNEP jointly adopted
procedures to eugment their existing
guidelines for notification and
information sxchange among countries.
The procedures are known as Prior
Informed Censent (PIC} for trade in
pesticides and industrigl chamicals
which heve been banned or severaly
restrictad (57 FK 58390, December 4,
1992). FAOQ will menage the program jor
pesticides, while UNEF will manags the
program for industrial chemicals. The
information exchenge system, of which
PIC is a part, slso includes procedures
for information exchange on reguletary
artions which do not fall within the
definitions of banned or severaly
restricted.

The pritnary obiactive of the PIC
procedure is to establish & system in
which participating importing countries
will get infermation cencerning
chemicals whose use is banned or
severely restricted in other countries,
dacide whether to allow, restrict, or stop
the future importis of such chemicals;
and notify other countries on a farmal
basis of their decision conceming
impariation and use. The fundamentel
principla of the PIC system is thet
international shipment of a chemicel
that is banned or severely restricted in
ordet to protect human health or the
environment should not proceed
without the egreement or contrary to the
decision ef the designated national
authority in the importing country.

The PIC procedures require that
countries benning or severely restricting
a pesticide or industrial chemical for
health or environmental reazons
lincluding voluntary withdrawals and
refusal to grant ficst registration whaen
these actions are taken for health or
environmental reasans) notify the FAQ/
TNEF joint program.
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All participating countries will
receive information on the health or
snvironmental reasons why bans or
sevare restrictions have been placed on
ihe use of chemicals or pesticides. Upon

uest, Lhey may also receive further
information and/or technical assistance
thal may be helpful as they make &
decision regarding continued use in
their countries. Participating importing
countries then notify FAO/UNEFP of
their decisions on whether the import of
& PIC chemical will be allowed in the
future, and if so, undar what conditions.
The FIC system provides a mechanism
for formal dissemination of the
decisions af importing countries o
exporting countries. orting countries
ara requesied to shars the responsibility
for controlilng the export of such
chemicals, and to communicate the
decisions of panticipating importing
countries to their export industries.

The United Siates is s strong
B-I;Epﬂl'tar of tha PIC procedures. In the
February 12, 1990 proposal, EPA
raquested comment on how best to
facilitate industry compliance with PIC
under FIFRA, which as notsd above,
provides limited authority for EPA 1o
prohibit paxticide axports if section 17
labaling and notification requirements
ars met. EPA receivad two comments on
this issue. One country, and one private
group commented that self-policing or
self-auditing techniques would not be
adequate to snsure shipments do not
occur contrary to the decisions of
imparting countries. One of the
commentors stated that statutory
obligations, supported by official
inspections and audits are nacassary to
ensute compliance with PIC,

EPA agrees that FIFRA should be
amended to provide EPA with statutory
authority to implement PIC fully with
respect to United States pasticide
exports. Acknowiedging that under
current FIFRA authoarity, the Agency has
limited authority to prohibit pesticide
exports, EPA intends to implement the
PIC system as fully as possible,
consistent with U.5. law.

On December 9, 1992, EPA published
a Federal Register notice announcing
the Agency’s participation in the PIC
procedures, and discussing EPA’s
subtnission of two lists of chemnicals
which are sither banned or severely
restricied in the United States. The
notice also discusses EPA's plan to hold
a pubiic forum to discuss U.5.
involvement—that of govarnment,
industry, ang the public—in the FIC
pracess, as well as the Agency's
iniernationa] notification programs
under FIFRA and TSCA. [57 FR 58390.)

2. Consistency between section 17{b}
notifications and PIC implementation.

Generally, EPA's section 17{b)
notification prc?ram covers & much
broader range of regulatory actions than
the notices which countries will be
requirad to submit under the PIC
procedures. The PIC system focuses on
two categaries of reguletory actions:
pesticides and industrial chemicals
which are “banned” or “'severely
restrictad.”

Tha FAQ international Code of
Conduct on the Distribution and Use of
Pesticides dafines “bannsd” as "a
pesticida for which all registered uses
have been prohibited by final
governmentai regulatory action. or for
which all requests for registration or
equivalent action for al) uses have, for
health or environmental raasons. not
bean granted."

The Code of Conduct defines
*gaveraly restricted” as “a limited ban-
a pesticide for which virtualty all
registered uses have been prohibited by
final governmental regulatory sction but
certain specifiad registered uses remain
suthorized.”

Countries are not to report on
proposed actions. Only pesticides end
industrial chemicals which have been
hanned or severely resiricted by a final
government action, or due to voluntary
cancellation by industry, mey ba listed.
{Hawever, voluntary cancellations
should only be reparted to FAO/UNEP
whaere there is clear svidence that the
pesticide is withdrawn for health and/
or environmental reasons.}

EPA plans (o review draft section
17(b) noticas as they arise 1o see
whethsr the actions described in the
notices would also trigger notification
under the PIC system. EPA has
considered whether notification through
the PIC procedures can or should
substitute for direct notification te
foreign governments of section 17(b}
notices. EPA believes thet allowing this
substitution in those cases where the
regulatary action described in the
section 17{iy) notice would also trigger a
PIC notice wii} reduce the burden and
cost to EPA and avoid possible
canfusion o thase receiving end
managing duplicative information.
Therefore, the Agency intends 1o use
PIC procedures to transmit notices to
countries participeting in PIC who have
established o designatad national
authority on the FAO/UNEP list, rather
than send duplicative section 17(b)
notices.

For countries which do not have a
designated national authority, EPA will
obtain information on the appropriate
person to contact and transmil section
17(b) notices as describad in this finel
policy siatement.

3. Supporting environmental
protection in other countries. EPA's
efforts to assist in the protection of
public health and the environment in
other nations follow two tracks. First,
EPA provides information the
notification programs mandated by
FIFRA section 17. Secondly, EPA
supports the development of decision-
making capebilities and regulatory
infrastructures in pesticide importing
countries.

There are many ongoing projects
designed to assist the dmf;pmsnt of
effective pesticide regulatory systems
and 1o promote safer pesticide use in
developing countrias.

One axample is EPA's work with the
11.5. Agancy for International
Development (ATD) to develop a
comprehensive pilot program to
improve past and pesticide managemsnt
in Central America. The overall goals of
the project are to enhance public health,
snvironmental protaction and food
safety in hoth the United States and
Central American countrias. The project
will be coordinsted with ongoing
nctivilies under the suspices of FAQ te
establish an international system of
information exchange and “prior
informad consent” with respect ta
intarnational trade in pesticides and
other afforts to strengthen ihe regulatory
capabilitias of developing countries.

Collaboration betwsen EPA and AID
wil! focus on the fallowing three areas:

{a) Strengthaning Regulatory
Institutions by providing training,
technical assistance, and information to
the Central American national and
regional antilies invoivad in the
regulation of pesticide importation,
distribution, use and disposal.

{) Suppon for AID} Foaod Export
Programs by praviding information that
will assist Gentral Amarican countries
in meating U.S. pesticide tolarance
requiretments.

(c) Pesticide management and safety
training, including the development of
treining and technical assistance
programs designed to promote and
encourage the adoption of appropriate
pesi managemeni practices.

In connection with the development
of the pilot project, EPA organized and
conducted a workshep with AR in San
Jose, Costa Rica in November 1990. The
workshop focused on the U.S. pesticide
regulatory system, with tbe aim of
familiarizing Gentral American
countries with regulatory requiraments
and procedures, particularly as thay
apply to foods intended far export to the
Uniled States. The Agency for
Intarnationsl Developmant, the U.S.
Food and Drug Administration. and the
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U.S. Department of Agriculture all
participated,

Another compeoment of the Central
American project is the development of
joint FDA-EPA laboratory essessment
and snhancement activities, which will
includae a survey of cwrrent laboratory
capabilities in the region, technica)
assistance and training in analytica)
mothods and quality conirol, access to
pesticide reference standards, and ather
forms of technical cooperation.

During 1991, EPA officials
participated in interagency meetings
with Mexican governmental officisis in
Mexico City and in Washington. DC to
exchange information on regulatory
procedures as well as spacific chamicals
of conoern, to discuss plans for
upgrading pesticide regulation and
enforcemant, and to explara propasals
for reducing violative residues on food
imported into the United States.

1990, EPA, at the request of AID
and USDA, participatad in a AID-
arganized disposal warkshop for West
African countries in Niamey, Niger. The
focus of the workshop was mitigation of
environmentel problems resulting from
storage and disposal of pesticides. In
1990, EFA provided technical assistance
in storage and disposal ta Guinea
Bissau.

Other examples of EPA’s recent
international pesticide activities
include: co-sponsering regional
workshops with the Unitad Nations'
FAD, on strengthening pesticide
regulation in Asin and the Pacific
Islands, Latin Amarica and the
Caribbean; participation in an
internetiemal meeting in Baijing, China,
on intermational harmonization of
pesticide tolarance lavels: and
numserous other international technical
meetings. EPA continues to host
numerous intemational visiiors ta
provide training in a variety of arsas,
including regulatory development, date
evaluation, decision methods and
procedures for pesticide regulation; and
to provide axpert staff participation in
intermational workshops end technical
asgistance activities.

EPA has also developed projects
jointky with the 1.5. Peace Corps.
Through 8 Memorandum of
Understanding {MOU]} signed with the
1.5, Peace Corps in September of 1989,
EPA has provided technical assistance
through the provisian of EPA expert
trainers and training materials and
participation in training nesds
assessmants. EPA participated in an
assessment of pesticide use and
regulation in Ecuador and Paraguay,
particularly with respect to the Paace
Corps velunteer sitas and positions. In
1990. EPA conducted training on

pesticide safety for 28 Peace Carps
volunteers in Ecusdor, and provided
bilingual training materials on pesticide
application and safety, for this and
future Lraining.

4. Homnorizing 11.5. and
international standards. EPA recognizes
that protecting the global environment
and the public health of all peoples
must ba a truly cooparative
international affort. Through
perticipation in the activities of
inlernationsl organizations, EPA
promotss the development of consistent
methods end standards 10 meet thass
common objectives. Encouraging the
development of pesticide standards
which promots affective environmental
end public health protection world-
wide also serve to minimizs
unnecessary disruption of international
trade. While EPA recegnizes that
environmental regulation which is not
basad an sound science and risk
management policy should not be used
to anact unfair trade barriars, EPA will
nol relax scisnce-based standards which
protect public health or the _
anvironment in order lu hannoenize
them with standards esteblished
elsewhere.

EPA participates in activities aimed at
promoting harmonization of science-
based pesticide regulatory requirements
and resolving problems that may result
from differing standards thet mey raise
allegations of unjustified rastrictions on
international trade. Examples of these
activities are: the provision of
information on proposed regulatory
actions [e_g., cancellations, suspensions,
tolerances or lolerance revocations);
EPA’s participation in the General
Agreement on Trede end Teriffs (GATT)
Uruguay Round negotiations on sanitary
and phytosanitary measures:
discussions in connection with the
negotiation of a North American Free
Trade Agreament; the Rome Confarence
on Food Standards, Chemicals in Food
and Trade, [an internetional meeting
jointly sponsorad by FAO and the
World Health Omganization (WHO] in
March 1891): and in numsrous FAQ
expert meatings and Government
Consultations. In addition, EPA activaly
supports Lhe Joint Meeting on Pesticide
Rasiduss (JMFPR) and the Codex
Committes on Pesticide Residues
(CCPR). providing resources and
temnporary exper advisors te assist in
scientific delibarations. EPA also
patticipates in perisdic meetings with
its counterparts in Canada, the United
Kingdom, and the Europsan Community
ta discuss pesticide regulation and food
safety issues.

IV. Technical Amendment

A. Revising Section 16%.2(hj{i} 1o
Conform With the Requirements of this
Policy

Section 160.2[h] contains
recardkeeping requirements for
exporters of pesticides, devices, and
active ingredients used in producing
pesticides intended solely for export to
eny foreign country. The secand
sentence of graph 3 of section
16%.2{h) discusses the requirement 1o
obtain » foreign purchaser
acknowledgement statement pursuant.
EPA is deleting this senience in order to
make section 169.2{h) consisteni with
this policy.

V. Public Record

EPA has estabklished a public record
far this final policy stalemern! under
dacket number OPP-170003. Included
in the record are iwe proposed pelicies
[dockets number OPP=170000 and
170001], as wel] a5 copies of public
comments received on the proposed
policy statements. The record is
available for inspection in Room 1128,
Crysial Mall 2, 1921 Jeffarson Davis
Highway, Arlington, Virginia.

VI Other Regulatory Requirements

A. Executive Order 12991

Under Executive Order 122091, EPA
must judge whether an action is “majer”
and therefora subject to the requirement
of a Regulatory Impact Analysis. EPA
has determined that thie policy does not
constitute g major action use il doas
not meet any of the criteria set forth and
defined in section 1{b) of the Order.
Costs wers estimated based on existing
program experience, including the
number of annual submissions presently
made ta EPA that would be affectad by
changes.

This pelicy was submitted to the
Office of Management and Budget
(OMB] for review as required by
Executive Order 12291, Any commenis
from OMB te EPA and any EPA
response to those comments are
available for public inspection in the
public fila at the Public Docket location
listed under the Public Record section
cited above.

B. Regulatory Flexibility Act

Under the Regulaiory Flexibility Act,
(5 1.5.C. 605(b)), EPA has determined
that this policy will not have a
significant sconomic impact on a
substantia! number of small businessas.
The recordkeeping required would
easily be satisfied by the norme!
invoices thet are a necessary part of all
aversess transactions. The purchaser
acknowledgement statements required
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to be gigned could be included with
sales contracts signad by the foreign
purcheser, The cost of reporting to tha
Apency as shown in the information
collection burden atatament is minimal.
A requirement that the purchaser
acknowledgement statement be
multilingual was not included in the
finel policy for & number of reasons,
including commants that the cost to
small businesses could be prohibitive.

C. Paperwork Reduction Act

This policy amends provisions of the
foreign purchasar acknowledgemant
staternant requirement of the export
pelicy for unregistarad pesticides,
which iz currently cleared by the Office
of Management and Budget (DMB)
under contrel number 20700027, The
information collection requirements
imposed by this policy statement have
been submitied to OMB under the
Papwrwork Reduction Act, 44 U.S.C,
3501 et saq. A copy of the information
collaction request (ICR) document may
be obtained from the Information Policy
Branch of tha Office of Pelicy, Planning
and Evaluation {(OPPE) of EPA at the
address given below.

Annusl respondent burden for this
collection of information is estimated to
average .92 hours per response,
including time far reviewing
instructions, searching existing data
sources, gatharing and maintaining the
data needed, and completing and
reviewing the collection of information.
An estimated 976 responses annually
are anticipated, for a total annual
burden of 895 hours. Send comments
regarding this burden estimate or any
other aspact of this collection of
infarmation, including suggestions far
reducing this burden, to Chief,
Information Policy Betnch, PM-223,
1.5, Environmental Protection Agency,
401 M 5t., SW., Washington, DC 20450,
and to the Office of Information and
Ragulatory Affairs, Office of
Management and Budget, Washingteon,
DC 20503, marked *Attention; Desk
Officer for EPA."

List of Subjects 40 CFR Paris 168 and
168

Advertising, Exports, Labaling,
Pesticides and pests, Policy statemants,
Reporting and recordkeaping
requiremnents.

Dated: Jaouary 19, 199J.
William K. Reilly,
Administratar.

Therafore, 40 CFR chapter 1, parts 168
and 169 are amsanded as follows:

PART 165—{AMENDED]

In 165;

&, The authority citation for part 168
continues to read as follows:

Authority: 7 U.S.C. 136-138y.

Subpart C [Resarved]
b. Subpart C is addsd and reserved.
3. Subpart D is added to read as
follows.

Subpart D — Export Folicy and
Procedures for Exporting Unregistersd
Pesticidas

Sec

168.65 Pesticide export label and Llabeling
requirsments.

168.75 Procedures for exporting unregistared
posticides— purchaser
acknowledgement statoment
rsquiremant.

168.85 Other export requirements.

§168.65 Peaticide sxport labal and
iabeling reguirernents.

{a) General. This section describes
how EPA interprets and will enforce the
requiraments of FIFRA section 17{a)[1).
Every exported pasticide, device, and
active ingredient used in producing a
pesticide [see § 152.3 of this chapter for
the definition of "active ingredient” and
“'pasticide”} must bear a label or
labeling which mests the requirements
of FIFRA section 17(a)(1}. This
requirement applies to all puch
pesticides, devices, or active
ingredients, regardleas of whethar the
expart is for commercial or research use.
In the case of unregistered pesticides,
including research substences which are
being exportad for testing, the labeling
requirements of this section continue to
apply indepandently of whether the
exporter must submit a purcheser
acknowladgement statement under
FIFRA section 17(a)(2) as described at §
168.75 of this chapter. In addition,
information which will satisfy FIFRA
section 2(q}1}E), {G), and (H) and
section 2(g}{2}{A} and [D} must appear
in English and in the appropriate
foreign languages, on the label o7
labeling as described in paragraph (b){4)
of this saction. The required label and
labeling statements may be met through
either immediate container labels,
accompanying supplemental labeling as
described in paragraph (c) of this
saction, or a combination of the two.

[b) Specific requirements. The labels
and labeling of any exported pesticides,
davices, and active ingredients usad in
producing pesticides must meet the
requirements regarding label and
labeling content, correct representation,
and understandability as stated in this

paragraph.

(1) Label contents. The term "labal"
means the writtan, printed, or graphic
metter on or attached to the immadiate
container of the pesticida, devite, or
active ingredient used in producing &
pesticide. In the casa that the immediata
container is anclosed in an outer
container or wrapper through which the
label cannot be read, the lahel must alzo
be on such outer containar or wrsppar,
Except as pravided in paragraph (c) of
this section, the immediste container of
tha pesticide, device, or active
ingredient used in producing a pasticide
must bear 8 conspicuous and readabla
lahel which includes:

li) EPA pesticide producing
establishment number. The praduring
establishment regiztration number must
be present but mey appear anywhers on
the label or immadiate container in
accordance with the establishment
registration labaling requiraments set
forth in § 156.100f of this chaptar.

(ii) Warnirg or caution siciements.
Warning or caution statements must
appear on the label and must he
adeguata for the protection of parsans
ha:l%ﬁng the pasticide, devica, or active
ingredients Inclading wamings
regarding gepam! toxicological hazards
and snvironmentsl, physical, ar
chemical hazards. Warming and caution
staternents must appear in English and
in the appropriate foreign languages, as
described in paragraph (b){4)] of this
saction. Where the U.S. waming or
caution statament, as transiated, is
obviously inappropriste to protect
residents of the importing country, (for
example, where a statement calls for s
gas mask meeting the specification of
the U.S. Bureau of Mines) an squivalent
caution must be substituted.

{iii) The statemnent *'Not Registerad for
t/se in the United States of America.”
The labels of all pesticides, devices, and
active ingredients which are not
registersd for use in the United States
under FIFRA section 3 must
prominently display the following
platament: “Not Registered for Use in
the United States of Amertica." The
statement must appear in English and in
appropriate foreign languages, as
described in paragraph (b){4) of this
section. It is parmissible to append
sxplanatory text which qualifies the
statement by pointing out the reasons
for the unregistered status. Examples of
possible additiona] statements are '"Not
Ragistered for Use on...”, “No Longer
Registerad for Use...", or “Not
Ragistered.. becauss...”’ Such additions
must not be misleading or misrepresant
the registration status of the pesticide.
The statement “Not Registered For Use
in the United States of America™ must
also be present.
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[A} A pesticide is considered
registered for the purposes of the section
17{a){1) requirament only when:

(7] A label and labeling approved
under a current FIFRA section 3
registration for the product is either
attached to the immediate product
container or accompanisas the product at
all times as supplemental labsling as
provided in peragraph [c) of this
section.

{2) The farmule of the exported
product is the same as the formula of
the U.S. registarad produrt {within
certified limits). [n addition, s change in
the color or fragrance of the export
product will not affect the product’s
registeation status, as long as the
following conditions are mat:

[/} The change in color must result
only from the addition of a dye included
on ihe list of the chemicals exempted
from the requirement of a tojerance at §
150.1001, and the dye must not be a List
1 inert. [List 1 inerts ars those inerts
which tha Agsncy has identified as
presenting toxicological cencemns. The
classification of inerts is expiained in
EFPA’s Palicy Statement on Inert
Ingredients in Pesticide Products, which
can be obtained from the Qffice of
Pasticide Programs public dazket, Roam
1128, Grystal Mall 2, 1921 Jefferson
Devis Highway, Arlington, Virginia
22202.

{i1) The change in fragrance must
result only from the addition of a
chemical included on the list of
chemicals exemptad from the -
requirement of 2 talerance {§ 180.1001)
and the chemical must not be a List 1
inert.

{iif} The change in fregrance must not
result in a pesticide product containing
g food ar food-like fragrance. (See “Food
Fragrances in Pesticida Formulations,”
EPA’s Office of Pesticide Programs
Policy and Criteria Notice number
2155.1, November 20, 1975 which cap
be obtained from the Office of Pesticide
Programs public docket, Reom 1128,
Crystal Mall 2, 1821 Jefferson Davis
Highwey, Arlington, Virginia 22202.).

[giv} Any differences in color or
fragrance of the axport product in
accordence with this section must be
reflected in records which show the
complete formula of the export product
in accordance with the raquirements of

§169.2 and this policy.
{3) No statements which aP ar on
any af the product labels or labeling add

new usas or claims or in any way
contmdict the approved FIFRA section
3 labeling. However, certain minor
changes may be mads to a product’s
labeling or packaging without affecting
the registration stalus of the preduct, as
specified in § 152.46(b) of this chapter.

[iv] The ingredient siatement. The
ingrediant statement must appear on the
laba! in English and in appropriate
foreign languages (as described in
paragraph (kt){4) of this section). 1f the
English language description of the
ingredients is easily identifiable and
likely to be understood by the ordinary
individual, the foreign language
ingredient statemant nesd not be
included on the label. In the case of
pesticide products, devices and active
ingredients shipped solely for research
and development pmgmsas, it is
permissibie to use coded identification
of ingredients on the label in erder to
protect confidentislity, in accordance
with the requirements of §§ 168.75(c)
and 168.85(a).

iv) Identity of parties. The name and
eddress of the producer, registrant [if
any), or the person for whom the
pesticide was produced, must appear an
the label.

{vi] Weight or measure. The nat
waight must appear on the label in
sither English or metric units.

{vii) Additionel werning for highly
toxic pesticides. If the pesticide, device
or active ingradiani is highly toxic to
humans, the skull and crossbones. the
word “Poison”, end a statement of
practical treatment must appear on the
label. The ward "Poison” and the
statement of practical traatment shall be
in English and in the appropriats
foreign languages, as described in
paragraph (b}(4) of this section. The
skull and crosshones may be in red or
black. For criteria on what pasticides are
highly toxic, see § 156.10(h} of this
chapter.

[2) Use classification statement. In
addition to the label contents describad
in paragraph (b)(1) of this section, the
labeling must include a use
classification statement, if a use
classification has hesn assigned under a
FIFRA section 3 registration. The use
classification shall accurately describe
the use classification applicable to the
U1.5. registered use of the pasticida,
device or active ingradient [e.g.,
“Restricted Use Pesticida®). Summary
statements describing the use
classification, e.g., "For retail sale to
and use only by Cartified
Applicators...”, or explaining what such
terms maean are not required, but may be
included if such statements do not
result in false representation of the 11.5.
regulatory gletus of the pesticide. The
use classification information may
appaar on the product label or on the
labsling accompanying the pesticide
product during shipmant.

(3) Misrepresentation. The labeling
shall not make false or misleading

representalions or reprasent the product
s an imitation of other products.

(4) Understandability. The required
stalenents must be expreseed in such
terms a3 to render them likely to be read
and understood by the ardinary
individual under customary conditions
of purchaese and use. To satisfy this
section. certain information described in
paregraph (b}{4](i) of this section, which
appears on the labeling of all exparted
pesticide products, devices and active
ingredients must appaar in English, in
an acceptahle languags of the country af
import as dafined in paregraph (b){4){ii]
of this section, and in an ecceptable
languege of the country of final
destination, if known or reasonably
ascertainable by the exporter. Whan
there aru saveral official languages or
dialecis in & country, the language
which is predominstely spoken or
written, or a languags in which official
govarnment business is conducted, will
be accapiable.

(i] fnﬁmna!ion required to be
multilingual The following labeling
information must be multilingual:

{A) The wamning and caution
stetements.

(B) Where required, the statement
“Net Registered for Use in the United
Stetes aof America."

(C) The ingredient statemeni,

(D] Where required in accordance
with paragreph (b){(1){vii) of this section,
the word "“Poison” and the ststement of -
practical treatment in case of poisoning:

(ii) Acceptable languages. in all cases,
English must be one of the languages
used on the labal or labeling. In
addition, sither the language which is
used 10 conduct official government
business, or the predomnantly spoken
or written language of the country of
impor must appesat on: the labeling. 1o
each case where a country of final
destination is known, the language
which is used to conduct official
government business or which is
predominantly spoken in that country,
if different from tha language of the
couniry of import, shall also appear on
the labeling. In any case whera English
is predominantly spoken or writlen or is
the language used to conduct efficial
gavernment business in a country, no
other language need be included 10 meet
the multiple lenguege requirement af
this paragraph.

(c) Suppiemental labeling. A
pesticide, device ar active ingredient
intended for export will net be
considered in viclation of the labeling
retfjuirements of FIFRA whan the label
and/er labeling requirements stated in
paragraph (b} of this section are met by
supplemental labeling. Supplemental
labeling must be attached 1o the
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immediste product container or the
ghipping container of the pesticide,
device or active ingredient at all times
when 1t is shipfed or held for shipment
to meet axport label requirements.
Supplemental labeling must mest all of
the label requirements in paragraph (b}
of this section which are not met by the
immediate product labels.
Supplemental labeling will satisfy the
labeling requiremants of FIFRA only if
the following conditions ara met:

(1} Applicability. Tha use of
supplemental lebeling applies to any
situation where the labeling
requirements specified in this section
are not met fully on the product label
which is attached to the immediate
praduct container. Any required labsl or
labeling statermnent not met on the
immediate container may be mst
through suIPplem&ntnl labeling.

{2} Labeling contents and relation to
shipment. If supplemental labeling is
used to meet any of the labeling
requirements of FIFRA saction 17{a](1),
it must mest all of the requirements in
paragraph [b) of this zection which are
not met by the label an the immediate
product conteinar. Thus, tho
supplemental labeling, togethar with the
immadiate product container label will
meet all of the requiremnsants af
paragraph (b) of this section. Whezre
used, supplementa! labaiing must be
attached to or accompany the product
shipping centainer of the pesticide,
device, or active ingredisnt used in
preducing a pesticide el all times when
shipped or held for shipment in the
United States.

§168.75 Procedures for axporting
unrepisisrsd pesticides-purchaser
scknowledgement statements.

This section describes how EPA
interpreis and will enforce requirements
of FIFRA section: 17{a)(2). Section
17(al(2) provides that any person
exporting a pesticide other than a
pesticide registared for use under FIFRA
saction 3 or sold under FIFRA section
6[a)(1). shall obtain a statement signed
by the foraign purchaser prior Lo export,
acknowledging that the purchasger
understands that such pesticide is not
registared for use in the United States
and cannot be soid in the United States.
Section 17(a)(2Z) requires that a copy of
the statement be transmitted to an
spproptiate official of the government of
the imperting country.

(a} Products subject o the
requirement. EPA will not consider an
exporier of an unregistered pesticide to
be in violation of FIFRA section 17{a)(2)
if, prior 10 export of the pesticide, the
exporier submits to EPA a stetement
signad by the foreign purchaser which

affirms that the purchasar is aware that
tha pesticide is not registared for use in
the United Staves and cannot be sold for
use in the United States. The &

must also include with the submisgion
of the purchaser acknowledgement
staternent ta EPA, a certification signed
by the exporter affirming that the export
did not occur until the statement signed
by the foreign purchaser was obtained
by the exparter. Except as provided in
paragraph {b) of this section, all
pesticide products deumd for expart
which cannot ba sold far use in the
United States in the form that they are
praduced for axport, are considersd to
be unregistered pesticides. This
includes pesticides which are of a
different formulation. including
composition (except for varistion within
coertified limits), or t of formulation,
and pesticides which are packeged for
use patterns for which thay are not
registered, which may be evidenced by
package type or label use statements.
This also includes unregisiared
products which are under development
s pesticidal products and which are
being exported for research testing. -

(b} Exceptions. Under the specific
circumstances discussed balow, EPA
will not treat a registered product which
hes been modified slightly for export
purposes, as unregistarsd for the
purpasas of the purchaser
acknowladgement statement
requiremeni. Any changes ta the
registered product for export purposes
mus! be documented in accordance with
the recard-keaping requirements at §
169.2 of this chapter and this policy.

(1) Labeling en immediate Product.
EPA will not treat as unwegistared for
the purposes of section 17(a)(2), n
registerad pesticide product which
cannot be sold or distributed for use in
the United States becanse its immediate
product container does not bear a label
approved under & FIFRA section 3
registration, but which could be sold or
distributed in the United States with the
approved label attachad to the
iminediate product container, providad
that the label and labeling epproved
under a curmrent FIFRA section 3
registration for the product is either
atiached to the immediate product
container or accompanias the product at
all times as supplemental labeling as
provided in paragraph (¢} of this
eactian.

(2} Packaging. {1) Certain changes may
be made to a product’s labeling or
packaging without affecting the
registration status of the product, es
specified in § 152.46(b} of this chapter
and this policy. These changes include
any changes in package size and labsl
net cantents, provided no change in use

directions or requirement for child-
resistant packaging would be oo

for the product to be registered for use
in the United States, For example, if
child-resistant packaging iz required for
a particular pesticide product in the
United States, and the product will be
exported without child-resistant
packaging, the product would be
considered unregisiered and therefore
aubject to all the requirements of FIFRA
saction 17(a), as described in § 188.75
of this chapter including the
requirement for a purchaser
acknowledgament statement,

(ii) If an exporter neaded to repackags
a product in a size to meet a foreign
purchaser's specifications. that
modification would not effect the
registration status of the axport product.
Other modifications to the label used for
axport purposas which will net affect
the export product’s registration latus
are: the uze of metric units for net
contents, dosages, and other numeric
axpressions; the use of a different format
for the label, provided that tha
information does not cantradict the U.S.
Inbal; mvigion of nnn-mmd&lnri\: U8,
labhal statermants, congistant with 40 CFR
part 156, including additions or changes
required by other Fedaral statutes or
regulationg; a change of the name or
eddress of the registrant, except for a
change resulting from transfer of
ownership, which requires that a
registrant keep his name and address
carrent with the Agency; and any
correction of typegraphical or printing
errors that appearsd on the U.S.
labeling. (See § 152.46[b)).

{3) Labeling statements. The following
statemnents which appear on any of the
preduct labels or labeling will not affect
the status of the product, provided that
they da niot contradict the approved
FIFRA section 3 labaling:

{i) It is permissible to add explanatery
language which accurately explains the
mesaning of a use classification, Far
example, the statement “restricted uss
pesticide’ may be expanded to read:
"Restricted in the United States of
America to use by certified applicators™
or "Restricted Use Pesticide. In Tha
United States this product is restrictad
to use by applicators determined by
each state to be competent in pesticide
spplication and the human health and
environmental consequencas of
misuse.” If the explanatory ianguage
falsaly represents or is misleading
regarding the 1.5, use classification, tha
product will be considered misbranded.
In addition, e use classification can only
be listed if one has besn assignad
pursuant to the U.5, registration.

(ii] An exporter wha s also the
manufacturer of a 11.5. registered
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pesticide may add new usas to the labal
of that product for expart purposes,
without triggering the requiremants af
section 17(a}(2), as iong as the new uses
are within the same general use patterns
as thosa for the registersd product.
{Pesticide use patierns are listed in
Appendix A 1o 40 CFR part 158-Data
Requirements far Registration: Use
Pattern Index. The ganeral pesticide use
patterns are: tarrestriel food crop and
tertestrial nanfeod crop: greenhousa
foed crop and greenhouss nanfood crop;
aquatic food crop and aquetic nonfoecd
crap; indoor use; and forastry usa.)
Adding new uses to the labael which
change the uss pattern, such as changes
fram non-food 1o food use, outdoor to
indoar use, or terrestrigl to aquatic uss,
render the tﬁmduct unregistered and
sulyect 1o the requirements of section 17
for unregisterad products. If the naw use
added to the labe) is a food or feed use,
a tolerance must already be establishad
for tha use of that pesticide in or on that
commmodity.

(4) Compositicn. EPA will not treat 4
registered product as unregistered for
the purprses of the purcheser
acknowledyemenl statement
requirement under the fallowing
specific circumstances:

{i] The formula of the exportad
product is within certified limits of the
formula of the U.S. registared product.

(ii} An exporier, who is alsa the
manufacturer of 8 11.5. registered
pasticide, may decrease the parcantage
of the artive ingredient(s) of that
product by adding a List 4 inert
ingredient, without causing the product
to ba treated as "unregistered” and
iriggering the requirement to obtain a
purchaser acknowledgement statement
as 8 condition for export. In EPA's
Policy Statemnent on Inert Ingradients in
Pesticide Products, EPA included insrt
ingredients on List 4-a list of inert
ingredients posing minimel hazard or
risk-if the inert ingredients wers
generally regarded as innocuous. The
provisions of this paragraph de not
apply to those pesticide products
intendad for public health uses which
are reqjuirsd or conditionally required to
submit efficacy data pursuant to §
158.640 of this chapter. Any differences
in formula or composition caused by
adding a List 4 inert must be reflected
in records which show the complete
formula of the expeort product in
accordance with the requirements of §
169.2 and this policy.

{iii} A change in EKB colar or fragrance
of the export product will not affect the
praduct’s registration stetus es long as
the following conditions are met. The
change in color must result only from
the addition of a dys included on the

list of the chemicals axempted from the
raquirement of a talsrance at §
160,1001, and the dye must not be a List
1inert. (List 1 inerts are those insrts
which the Aganc{ tias identified as
presenting toxicological concarns, The
classification of inerts is explainad in
EPA’s Policy Statement on Inert
Ingredients in: Pesticide Products. Tha
change in fragrance must result onky
from the addition of a chemical
included on ths list of chemicals
exempted from the requirement of a
ialerance (§ 180.1001) and the chamical
must not be a List 1 inert. The change
in fragrance musi not result in a
pesticide preduct containing e food or
food-like E-agranca. {Ses "Food
Fragrancas in Pesticide Formulations,"
EPA’s Office of Pesticide Programs
Palicy and Criteria Notice pumber
2155.1, Navember 20, 1975.] Any
diffarence in color or Fragrance of 1the
export producl in accordance with this
seclion must be reflectad in records
which show the complete formula of the
axport praduct in sccardance with the
ro?uiremanls of § 16%.2 and this policy.
5) Research and develapment
products. An unregistared pesticide
product exported only for research and
devaiopmen! purposes is subject to the
notification requirements of this section,
unless its use fits within the criteria
described in this paragraph.

[i) An unregistered pesticide product
axported solaly for resaarch and
development purposes will not be
considered to be in violation of the
notification requirements if the expart
of the research and development
praduci:

{A) Would not involve land uses of
more than 10 acres {4.05 hectares), or be
used on or affect food or feed crops
which are intended for consumption.

[B) Would not invelve aquatic uses of
more than 1 acre [(.405 hectares), or any
squatic uses which involve water usad
for irrigation, drinking or recreation, or
be used on ar affect plants or animels
taken for food or fead from such waters.

{C) Would not involve tests on
animals intended far food or feed.

{ii) Shipmants to difierent purchasers,
to different countries of final
destination, ar which occur more than
a calandar yaar apart will be evaluated
saparately. When determining whather
total shipmsnts exceed the criteria
describad in this paragraph, EPA will
evaluate the total amount of shipments
by a single exportar during a calendar

ear for use in 8 icuiar country.
Y (iii} An axpurlgraglous tha bur:;'lrgn of
demonstrating that the product mests
these criteria before the research
product is shipped. This may be met by
dacumenting before the praduct is

shippad and maintaining records for the
time period required by § 158.2(h) of
this chapter fram the date of the Jast
shipment relevant to such records, The
records Lo be maintained consist of:

(A) The identity of the purchaser and
country of intended use of tha ressarch
product.

(B] The amount shipped.

(C) The intended research use by the
purchaser, including the type of
application site, rate of application, and
measuras taken for protection of
humans frem direct or dietary exposure.

() Procedures. An exporer of an
unragisiered pesticide product must
submit & purchaser acknowledgemant
statement to EPA conteining the
information stated in paregraph [c){1) of
this gection. and a statement signed by
the exporter certifying thal the
exporiation did not accur unti] the
signed scknowledgemsnt statement had
been cbteined from the purchasar. If the
foreign purchaser signs a purchaser
scknowledgement statement in thair
own language, it must be accompanied
by an English translation when it is
submitted to EPA by tha exporter. Thoso
staternents shall be submitted in
accordance with one of the two options
for submission described in paragraph
{c){2) of this section.

(1) Contents of the purchaser
acknowledgement statements. The
purchaser acknowledgament statemeant
must include the following infarmation
in a format that is clearly
understandabie:

{i} Mama, sddress, and EPA
identification number, if applicabls, of
the exporter.

(ii) Name and address of the foraign
purchasar.

(iii) Identity of the product and the
active ingrediant(s]. including:

(A} The Chemical Abstract Sarvices
(CAS) Registry numbart for sach active
ingrediant,

(B} The chemical nomenclature for
each active ingredisnt as used by the
Intermationel Unian of Pure and
Applied Chemists (IUPAC).

(C] Other known cherical or comman
names; or if the export involves &
research product, a code name or
identification number that can ba used
by EPA to identify the product from the
exporter’s racords. If a code nama ar
identification number is usad,
additionel information must be attached
to the certification statement submitted
with the purchaser acknowledgement
stalement which will enable EPA to
identify the product, This attached
information may be claimad as
confidential, and EPA will nat forward
this information with the purchaser
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acknowledgemsant siatement to foreign
governments.

{iv) If known cr reasonably
ascertainable, the country or countries
of final destination of the export
shipment, i.e., where the axported
pesticide is intended to be used, if
different from the country of the foreign
purchaser's address.

(v) A statemant that indicates that the
foreign purcheser understands that the
product is not registered for use in the
United States and cannot be sold in the
United States.

{vi) The signature of the faraign
purchaser.

[vii) The date of the foreign
purchaser's signatute.

(2] Reporting options. At the
discretion of the exporter, the
requiraments of paregraph {c)(1) of this
section may be mel on e per-shipment
or annual basis, as stated in paregraphs
(e} 2){i) amd {c)(2}ii) of this saction. If
the procedures in paragrapkh {c)(2)(ii} of
this section are not followed, EPA will
consider paragraph (c)(2){i) of this
section, requiring {)ershipmum
purchaser acknowledgement statemmants.
to be applicable in full. Where
paragraph (c){2){i) of this section is
applicable, sach shipment which does
noi meet the requiraments of that
paregraph will be considered Lo ba &
saparate violation of FIFRA.

(i) Per-shipment purchuser
acknowledgment statement. Unless the
exporter chooses to follow the
procedurses described in paragraph
{c)(2](ii) of this section for the annual
reporting procedures, the exporter must
obtain and submit ta EPA, s slgned
purchasar acknowledgement statement
priar {o sach shipment of an
unregisterad pesticide sccarding to the
foliowing proceduras:

(A) Pricr to each shipment in 8
calendar year of an unregistered
pesticide product to e particular
purchaser in a foraign country, the
axporter must provide the foreign
purchaser with instructions about the
required information on a purchaser
scknowledpement statement, and
inform the foreign purchaser that tha
pesticide product cannot be exported
from the United States until the exporier
has received from the foreign purchaser
a properly complsted, signed, and dated
acknowledgment statement.

[B) The exporter must obtain. prior to
each shipment in & calendar year of an
unregistered pesticide product to e
particalar purcheser in a foreign
country, & signed purchaser
acknowladgmant statament which
conteins the information set forth in
paragraph (c)(1) of this section.

(C) The axporter must sign a
stalement certifying that export did not
taka place until a signed purchaser
acknowlsdgement staterment was
received. The exporter must also specify
the chemical identity of any research
product which is referred ta by code in
the purchaset acknowledgement
staternant. The information regarding
tha specific identity of research
products, which may be included in the
stalement ot consist of an attachment to
the certification, may be claimed as
confidential.

(D] The exporter must submit the
signed acknowledgement statement
from the foreign purchaser, and the
accompanying certification by the
exporter including attachments, to EPA
within 7 working days of the axporter's
receipt of the purchaser
acknowledgemant stalement, or by the
date of export, whichever occurs first.
This information must be transmitted to
the following address:

1).5. Environmental Protecilon Agency,
Office of Peaticide Programs, (H-7501C), 402
M Street, SW, Washington, DC 20450,
Attention: Purchassr Acknowlsdgement
Statomant. '

lii) Arnua! reporting procedures.
Unless the exparter choases to follow
the par-shipment reporting option
describad in paragraph (c)(2)(i} of this
section, the exporter must follow the
procedures for annual summary
reporting which include the
requirement of 8 purchaser
scknowledgement stetement for the first
shipment each calendar year of an
unregistered pesticide product to &
particular purchaser, and an annual
summary of shipments to that
purchaser. The annual summary
m;‘mn.ing procedures are as follows:

A] Priar to the first shipment each
calendar year of an unregistarad
posticide product ta a particular
purchaser in a foreign country, the
axportar must provide the foreign
purchaser with instructions about the
required informetion on a purchasar
acknowledgement stetement, and
inform the forsign purchaser that the
posticide product cannat be exported
from the United States until the exporter
has received from the foreign purchaser
a properly completed, signed, and dated

urchaser acknowlsdgement statement.

{B) The axporter must obtain, prior to
the first shipment each calondar year of
an unregistersd pesticide product to a
particular purchager in a foreign
country, a signed purchasar
acknowledgemant stalemnent which
contains the information set forth in
para gh (c)(1} of this saction,

{Cﬁ 8 exporter must 3ign &
statement certifying that export did not

take place until » signed purchaser
acknowledgement statement was
received, indicating that this slatement
is for the first shipment to a particular
purchaser in a specific country for that
calendar year, and that tha exporter will
meet all tha purchaser
acknowledgemant siatemnent
requirements as described in this
paragraph [c)(2)(ii] of this section. The
exporiar musl also specify the chemical
identity of any ressarch product which
is referred to by code in the purcheser
acknowledgement statament. The
information regarding the specific
idantity of research products, which
may be included in the statement ot
coneist of an attachment to the
certification, may be claimed as
confidential.

(D) The sxporter must submit the
signed acknowledgement statament
from tha foreign purchaser, and the
sucompanying certification by the
exporter including attachmenits, to FPA
within 7 working days of the exporter's
receipt of the purchaser
acknowlsdgement statement, or by the
date of export, whichever occurs first.
This information must be transmitted to
the following address:

U.5. Environmental Protection Agency,
Office of Pesticide Programs, (H-7501C). 401
M Sirest, SW, Washington, DC 20460,
Attention: Purchaser Acknowledgement
Statement.

{E) The exportar, who has chosan to
comply with the requirements of this
paragraph instead of providing per-
shipment purchasar acknowledgement
statemients in accordance wilh
paragraph (c])(2](i) of this section, must
submit an annual summary repart to
EPA. An annual summary report is
required for each unregisiered pesticide
exported within the preceding calendar
year. The report must be in writing,
signed by the exporter, and include the
following information:

{1) Name, address, and EPA
identification number if applicable, of
tha exporter.

(2) Name and address of the foreign
purchaser, and the date the purchaser
acknowledgemaent statement, submitted
to EPA during the previous calendar
year, was signed by the purchaser.

(3) The identity of the product and the
active in%mdiants. including: the
Chemical Abstract Services (CAS)
registry number for each active
ingredient, the chemical nomenclature
for each active ingredient used by the
International Union of Pure and
Applied Chamists ([UPAC), and other
known chemical or commeon namses. or
if the expart involves a research
product, the code name or identification
number that can be used by EPA to
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identify the product from the exporter’s
records.

{4) The dates of each shipment of the
pesticide uxported to the foreign
purchaser during that calendar year.

{5) If kmown, or reasonably
ascartainable, the country or countrias
of final destination of the export
shipments, i.e., whare the exported
pesticida was intended to be used, if
different from the foreign purchaser's
address.

(F) The axportar shell submit tha
annual surmmary no later than March 15t
of the following calendar year. The
annusal summery shall ba sent to the
following addrass:

U. 5. Environmental Protectlion Agency,
Office of Pesticide Programs, H-73HC, 401
M Streat, SW., Washington, DC 20464,
Attention: Annwa! Summary of Exparts.

[iii} Confidentiality claims. Persons
submitting the information specified in
the purcheser acknowledgement
stalement may assert B cleim of business
confidentiality by marking the
information claimed confidential as
“"FIFRA Canfidentia! Business
Information.” Information so claimed
will not be disclosad, with the
exception of disclosurs to the foreign
governments, except in accordance with
the procedures set forth in 40 CFR pert
2, 7 U.5.C. 136(h), and this policy
statemant. If such claim is not asserted,
EPA may disclose the information to the
public without providing further notice
priot to disclosura or an opportunity to
cbject. Notwithstanding any claim af
confidantiality, the pyrchaser
acknowledgement statement will
continue to be forwarded 1o the
appropriate forsign government officials
in its entirety, as required by saction
17(8)(2).

{3) Recordkeeping. Except as
specifically stated, the requirement to
retain records under part 169 of this
chapter applies to all pesticide
producers, regardless of whather a
particular product is intended for
export. All records shall be maintained
in accordance with the tima period
required by % 169.Z(h) of this chapter.
Praducers must also maintain certain
records pertaining to pasticide preducts
intenided for export. In addition to the
requirement that s copy of the purchaser

acknowledgement statemant be kept, as
stated ot § 160.2(h)(3) of thiz chapter,
the following records must be
maintained:

{i) Copies of the instructions provided
to foreign purchasers in accordance
with paragraphs (€)(Z)(i](A) and
(C)(2)ii){A) of this mection.

[il) Copies of rigned purchasaer
acknowledgement statements obtained
according to peragraphs (c)(2)(i)(B} and
{c)(2)(ii)(B) of this section.

{iii} Copies of tha certification from
the exporter; and copies of any
accompanying information regarding
the identity of coded RAD products.

(d) Agency transmission of purchaser
acknowledgement statements. EPA will
transmit & copy of each purcheser
acknowledgement statement to the
appropriate governmant official in sach
of the intended destination countries.
After receipt of the Annual Summary
the following calendar year, EPA will
also transmit s copy of that docurnant to
the approprisie government official in
each of tha intended destination
crmntriag. In the case thet no Annual .
Summary has besn received within 30
days of the date at which such summary
is required 1o be submitted, EPA will
sand written notification to the
sppropriate government official
indicating that no summary was
submitted, and may also take
enforcement action egeinst the exporier.

§168.35 Dther sxport requirements.
This section describes nther
requirements found in regulations that

apply to exporters of pasticides, devices,

and active ingredients used in
producing & pesticide.

[a) Recordkeeping and inspection.
Exporters of pesticides, devices and
active ingredients must keep records
and permit inspections of those recards
in sccardance with pari 168 of this
chapter, Exporters must keap recards of
the product lebeling used, including the
EPA registered labaling, any foreign
labeling on or attached to the product
when shipped, and, as applicable, any
supplemental jabeling used, Producers
of pesticides for export shali meintain
these records in a mannet that shows
exactly which labels and labeling
accompanisd each shipment of e

pesticide product 1o a foreign country.
As stated at § 168.75(c), when research
product identity information appears on
ihe labsling in en encoded mannar,
information trenslating the cods shail be
maintainad in records. These recards '
shall be maintained for the time period

aired by € 168.2(h} of this chapter
following the last export of such
pasticides. All records required by part
169 of this chapter shall be mada
evailable for inspection and copying by
EPA or its duly authorized
represeniatives.

(b) Pesticide production establishment
requirements. Exporters of pasticides,
devices. and active ingrediants must
submit annua! reporis 1o EPA in
accordance with part 167 of this
chapter, conceming those products that
ara exportad. All products required to
be labelad "' Not Registered for Use in
tha United States of Amarica’ must be
reportad ss unregistersd production
regardiess of whether a purchaser
acknowledgement statement is raquired.

PART 169 [AMENDED]

2. In part 169

. The authority citation for part 169
continues to read as follows:

Awntharity: 7 U.5.C. 136f and 136w.

h. Section 168.2 is amended by
revising paragraph [(h)(3) and the flush
text that immediately follows paragraph
(h)[3) to read as follows:

51652 Mainenance of recorde.

[ 3 L ] L3 L &

[h}. LI ]

{3) For any pesticide other than &
pesticide registered under section 3 or
sold under section 6(a)(1) of the Act,
copies of a statement signed by the
foraign purchaser of the pssticide
acknowledging that the purchasear
understands that such pesticide is not
registarad for use in the United States
and cannot be sold in the Unitad States
under this Act,

Thase records shall be retained for a
period of 2 years after expiration of the
contract.

- L [ [ ] L]

[FR Doc. 93-3703 Filed 2-17-93; 8:45 am]
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